Boris SHPIEGEL

Deputy Chairman of the Committee of the Council of Federation on Science,
Culture, Education, Healthcare and Ecology

On Legislative Regulation in the Field of Combating Falsified and
Substandard Medicines

Dear colleagues!
Ensuring legislative instruments for the process of combating falsified medicines
is one of the outmost urgent issues in the healthcare field.

Very important for us is the collaboration with the European countries in the field
of combating counterfeit medicines, since 85 percents of the total import of
medicines in Russia originate in the European countries, according to the
assessments experts have done.

Again, according to official statistics, 73 percents of the total of counterfeit
medicines, uncovered by the state control bodies, are the counterfeits of
medicines manufactured abroad.

Thus, one can easily realise the magnitude of the harm these counterfeited
medicines cause to public health.

Given the above, our fundamental task is to exchange with experience and
identify the prospects of improving quality control system and the
aforementioned legislation which is to reduce manufacturing, import and
distribution of counterfeited medicines.

Of similar importance is the harmonization of normative legislative acts, which
regulate the turnover of medicines with the normative legislative acts of the
European countries, inter alia in compliance with the international standards and
recommendations of the World Health Organization.

Medicines are not ordinary goods, for they are socially significant goods that
affect notably public health and national security.

Given this, the Council of Federation of the Federal Assembly of the Russian
Federation places a heavy emphasis on problems related to low-quality and
counterfeit medicines on the Russian pharmaceutical market.

To further improve the branch legislation in this filed, at the initiative of members
of the Council of Federation and the State Duma (Parliament), the first draft of the
Federal Law ‘On Amendments and Supplements for the Federal Law “On
Medicines™ was elaborated and adopted.

This Draft Law includes the proposition, providing for the legal standard that
wholesale operators shall have to the right to import medicines to the Russian
Federation only in the instance if such medicines are purchased on the basis of
direct contracts concluded with a respective foreign manufacturer or a supplier
duly authorized by a foreign manufacturer.



One of the amendments to be included in the second consideration of the Draft
Law is the legislative norm that provides for the necessity of protecting medicines
with special means and in accordance with the procedures established by the
federal executive authority that implements state policy of healthcare and social
development.

It should be emphasized that the currently existing system of mandatory
certification of medicines ensures to a significant extent that the market be
secured from counterfeit products. The mandatory certification makes it feasible
to exercise control over the quality of medicines, confirm the origin of products
and identify manufacturer thereof.

The currently valid normative documents, including the laws and standards in the
field of medicines, comply largely with the international standards and
requirements and may not be regarded as limitation to the accession to the WTO.

All the issues, pertaining to medicines registration and liability of drugstores for
selling counterfeited medicines and illegal replicas thereof, irrespective of the
ground for the purchase of these medicines, will be legislatively regulated in the
nearest future.

Moreover, liability for disclosure, illegal obtaining and using confidential
information without the consent of the owner thereof, will also be provided for in
the legislation.

Thus, one can draw the conclusion that the Russian Federation has made notably
big progress in the legislative and legal normative field and there are no barriers
to the accession of the Russian Federation to the WTO in this regard.



Tatiana YAKOVLEVA

The issues of legal regulation in the sphere of struggle against low-quality
and counterfeited drugs. The Chairman of the Committee on health Protection
of State Duma of Federal Assembly of the Russian Federation

The quality and efficacy of medicaments often defines the outcome of treatment
and frequently directly influence life of patients. Therefore, the counterfeiting of
medicines is considered to be not only a crime in the sphere of economy and
intellectual property, but also a crime against human safety such as weapons of
mass destruction and terror.

In contrast to other products, even a small share of counterfeited drugs on the
market, may result in disastrous consequences, especially if this happens with
lifesaving pharmaceuticals.

We believe, that the sufficient protection of life and health of the Russian citizens
from the false medicines can be achieved by the implementation of the policies
which will enable effective control over pharmaceuticals and provide a legal
ground for the prosecution of the organizations and people involved into
manufacture and distribution of counterfeited medical products including criminal
penalty.

The terms “counterfeited pharmaceutical” and “low-quality pharmaceutical” were
implemented in the Federal law “On pharmaceuticals” in 2004 e.g. more than 5
years after it’s coming into effect. However such modifications are not sufficient.

We expect to overcome the significant portion of the legal issues with the safety
of pharmaceuticals by the introduction of the new technical regulation on the
safety of drugs, which project will be submitted to the Government of Russian
Federation in the 4th quarter of 2006 and afterwards will be forwarded to State
Duma.

We suppose that the manufacturers should be legally bound to secure their
production from falsification using hi-tech means.

As the protection of health is a major priority for the state, the criminal law must
be expanded by the provision, stipulating the adequate penalty for the
falsification of drugs, compared to that for counterfeiting of money.

We are aware of serious legal and technical efforts undertaken and the results
achieved by the Europe in the struggle with counterfeiting in the recent years.
Being interested in European experience, we consider that Russia should pay
special attention to it for the sake of the effective struggle against counterfeiting.

State Duma has approved the first reading and is preparing for the second

reading of the project of the Federal Law “On the amendments and the addenda of
the Federal law “On pharmaceuticals”, which is designed to protect the market
from false and low-quality drugs and to strengthen the state control over
circulation of pharmaceuticals including the registration, pricing and state
tenders. We are sure that enactment of law will provide a necessary legal basis for
the solution of many issues in the struggle against counterfeiting.



Alexander VLADYCHENKO

Director General of Social Cohesion - DG lll - Council of Europe

It is a great honour for me to welcome you to this conference, which reflects
Europe’s commitment to taking practical action to combat counterfeit medicines,
which are a form of pharmaceutical crime.

Healthcare security, which encompasses pharmaceutical security, is more than
just a prerequisite of a healthy society. It is also symptomatic and characteristic of
good health.

| should like to express my sincere thanks to the Russian Federation, and
particularly to the conference organisers, the Federal Service for Surveillance in
Health and Social Development (Roszdravnadzor), for putting the combating of
counterfeit medicines so high on the agenda of the Russian Federation’s
Chairmanship of the Council of Europe Committee of Ministers. The agency has
played a very active role in combating counterfeit medicines in the Russian
Federation, and has not only made an active contribution to the Council of
Europe’s work programme, but also sent out a strong signal by organising this
conference.

In particular, | should like to extend a warm welcome to the many
Pharmmedobrashchenie stakeholders who are attending: they have devoted their
annual conference to this hugely important topic and will be making an active
contribution by taking part in the conference panels which will be working on
solutions. Their commitment to implementing these solutions and their
determination hold the key to a successful outcome to this battle.

There is no doubt that the stakeholders of the pharmaceutical distribution chain
and healthcare systems are vital partners of the public authorities in their efforts
to protect society from the risk of pharmaceutical crime and counterfeit
medicines.

Policy-makers must not lose sight of the immediate benefits of their policies to all
who live in their territories. How can Council of Europe membership have a
positive influence in all member states on the healthcare and pharmaceutical
security of patients buying medicines in pharmacies or receiving medication in
healthcare institutions?

The Council of Europe is an international organisation, distinct from the European
Union, and has 46 member states, including the Russian Federation. Its key
mission is to protect and promote human rights, democracy and the rule of law.
As a political organisation, the Council of Europe has available to it some powerful
legal instruments and mechanisms for implementing and defending these
principles, which are essential to stable and vital societies. These include both the
Convention for the Protection of Human Rights and Fundamental Freedoms and
the European Court of Human Rights. The Committee of Ministers, within which
all member states are represented, steers the activities of the Council of Europe.

It has been an honour for the Council of Europe Secretariat and its expert bodies
to support the organisers in the huge task of preparing this conference. The
Council of Europe has recognised the counterfeiting and distribution of medicines



as a criminal offence with potentially disastrous consequences for the individual’s
integrity and for public health; a criminal offence that infringes the right to life
enshrined in the European Convention on Human Rights.

The Russian Federation conference organisers have based their result-oriented
programme on the conclusions of the 2005 Council of Europe seminar entitled
“Counteract the counterfeiters! Limiting the risks posed by counterfeit medicines
in Europe to public health through adequate measures and mechanisms”. The
seminar took account of the complexity of the counterfeit medicines issue, a form
of pharmaceutical crime, and outlined possible approaches to comprehensive
solutions.

Aiming high, this conference is intended to launch a modern, comprehensive
European plan for tackling counterfeit medicines as a form of pharmaceutical
crime.

A Plan to be prepared by the Council of Europe in co-operation with member
states, international partner organisations and relevant stakeholders.

A Plan that encompasses the development of a harmonised legal framework
(convention) offering scope for member states to co-operate closely on
combating the manufacture and trafficking of counterfeit medicines.

A Plan encompassing the necessary structures for risk prevention and risk
management involving the public and private sectors and society as a whole, all
working together.

Although the falsification of medicines and some wretched forms of
unprofessional medical activity have damaged the aura curae of treatment since
the earliest days of medicine and pharmacy, the opening up and globalisation of
markets and the advent of new technologies such as the Internet have added to
the internationalisation and organisation of this form of cross-border crime.

And every crime harms human dignity or integrity directly or indirectly. There is
no such thing as a good counterfeit. Let us never forget that counterfeiters aim to
make money, rather than to achieve quality, and that their activities hit population
groups which illness renders particularly vulnerable.

Studies conducted by Roszdravnadzor have revealed that antibiotics (36%),
antipyretics (21%) and spasmolytics (14%) are amongst the medicines most
frequently counterfeited. It is very easy to imagine the harm done to patients
suffering from a severe infection who are given a counterfeit antibiotic.

When the conference organisers invited such a multisectoral and international
audience, they bore in mind the fact that security in the field of healthcare and
pharmaceuticals requires a strong linkage between health and law enforcement
and between the private and public sectors, as well as with the public.

Let us make no mistake about the fact that the battle against pharmaceutical
crime and counterfeit medicines cannot be won by governments and industry
alone, although their major role (in poverty reduction, for instance) is



acknowledged. Civil society, including health professionals, consumers and
patients, must also be involved. Incidences of the counterfeiting and distribution
of medicines tend to reflect real shortcomings and defects of healthcare systems,
as well as individual approaches to healthcare which differ across Europe. The
pharmaceutical security plan may necessitate a rethink by individuals and
companies about their choices and preferences.

Consequently, tackling the counterfeit medicines issue solely in terms of
medicines, counterfeiting and intellectual property rights would not be enough to
protect public health. International relationships between healthcare markets,
payers and users also needs to be considered, as do the obstacles facing member
states as they endeavour to prevent and prosecute serious crimes which
jeopardise the life and well being of human beings and animals.

The Council of Europe offers its member states, observers and all interested
states a platform for political and intergovernmental co-operation against
counterfeit medicines, as well as all the relevant experience gained by its bodies
over a long period, namely:

1 in the field of intergovernmental co-operation on combating crime - through
Directorate General | Legal Co-operation,

2 in the promotion of the safe and effective use of medicines in health care
practice - through the Partial Agreement in the Social and Public Health Field,

3 in standard setting in the quality control of medicines in Europe and beyond -
through the European Directorate for the Quality of Medicines.

The Council of Europe encourages and invites its partner organisations and
institutions, namely the European Commission and the WHO, to support and join
in with the efforts to prepare a convention on co-operation between member
states on combating the manufacture and trafficking of counterfeit medicines as a
form of pharmaceutical crime.

A convention, which strikes a proper balance between human rights, democratic
values and the requirements of pharmaceutical security.

In this context, | would like to refer to the documents of the St. Petersburg G8
summit on “Combating IPR Piracy and Counterfeiting”, held in St. Petersburg on
16 July 2006, in which it was stated that it would be necessary, in order “... to
continue the anti-piracy and anti-counterfeiting activities, [...] to enhance co-
operation in that area among the G8 and other countries, as well as competent
international organizations [...] and the Council of Europe...”.

It is time to take a common stand in Europe against the scourge of
pharmaceutical crime and the counterfeiting of medicines, and at last to take very
seriously those criminals who all too readily, and quite unscrupulously, accept the
infliction of death and serious harm on humans and animals for the sake of
personal profit. Thank you very much for your attention.



International conference
«Europe against counterfeit medicines»
Moscow, 23-24 October 2006

Ways and means of improving the
effectiveness of the system of state
regulation of trade in medicines

R.U.Khabriev

Head of the Federal Inspectorate for
Health and Social Development
(Roszdravnadzor)

Main areas of state regulation of trade in
medicines in the Russian Federation

= Access to clinical trials;

m Registration of medicines;

m Licensing of the manufacture of medicines and pharmaceutical
activities;

= State quality control of medicines

1. Federal Law No. 86-FZ “On medicines” of 22 June 1998

2. Federal Law No. 5487-1 on the “Statutory Principles of Public Health Care” of
22 July 1993

3. Federal Law No. 128-FZ “On the licensing of certain types of activity” of 8
August 2001

4. Federal Law No. 134-FZ “On protection of the rights of legal entities and
individual entrepreneurs with regard to state control (supervision)” 8 August
2001




System of quality control for medicines in
circulation in the Russian Federation
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In 2005, 9,450 inspections were carried out at pharmaceutical
manufacturing organisations, pharmaceutical retailers and wholesalers
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State quality control of medicines
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Counterfeit medicines.
Extent of the problem

Top 10 countries ranked by counterfeits seized/discovered
Country Seizures/discoveries
1 Russia 93
2 China 87
3 South Korea 66
4 Peru 54
5 Columbia 50
6 United States 42
7 United Kingdom 39
8 Ukraine 28
9 Germany 25
10 Israel 25
Sl, ZUUG

High number of seizures/discoveries = high incidence of counterfeits or
just good policing?




Drug piracy: a wave of counterfeit medicines washes over
Russia
Andrew Kramer, New York Times, 5 September 2006

... Russians, already adept at burning pirated DVDs, rolling their own Marlboro
cigarettes and printing knockoff Nike T-shirts, have turned to the more delicate
art of making fake prescription medicine...

...The Coalition for Intellectual Property Rights, an independent group, surveyed
the Russian market in 2003 and found that 12 percent of pharmaceuticals were
counterfeited, though local industry groups say the number is lower...

... There’s a perception around here that if nobody’s harmed, what is the problem? said Sergei
A.Boboshko, executive director of the Association of International Pharmaceutical
Manufacturers

... F. Whereas the counterfeiting of medicines is rife in all continents but
mainly in Africa, Asia, Latin America and Russia...

From a European Parliament resolution dated 6 September 2006

Counterfeit medicines.
Extent of the problem?

According to the WHO “An estimated 25% of the medicines
consumed in developing countries are believed to be counterfeit. In some
countries, the figure is thought to be as high as 50%" (Fact Sheet No.
275, February 2006)

Is the problem really as bad as all that?

E Percentage of Estimated prevalence of counterfeit medicines (up to 25% -
medu_::jnest _Cf_ﬂrlfluswe'v WHO, over 10% — FDA, 5-50% - miscellaneous experts)
identified as

counterfeit < 0.1%
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Counterfeit medicines
What are they?

(Russia) Counterfeit medicines are pharmaceutical products which are
accompanied by false information about the ingredients and/or manufacturer
(Federal Law “On medicines”, Article 4);

(USA) The term "counterfeit drug" means a drug which, or the container or
labelling of which, without authorization, bears the trademark, trade name, or
other identifying mark, imprint, or device, or any likeness thereof, of a drug
manufacturer, processor, packer, or distributor other than the person or
persons who in fact manufactured, processed, packed, or distributed such drug
and which thereby falsely purports or is represented to be the product of, or to
have been packed or distributed by, such other drug manufacturer, processor,
(pa)%(;e)r, or distributor (US Federal Food, Drug, and Cosmetic Act, SEC. 201

g .

(WHO) Counterfeit medicines are medicines which are deliberately and
fraudulently mislabelled with respect to identity and/or source

Causes of the problem
(in all countries)

Lack of affordability;

Determination of certain businesses to cut costs by any means;
Domestic and international political problems




Cause No. 1. Patients’ inability to afford the

high prices charged for medicines

Lack of effectiveness
of the innovation process

Blockbuster strategies
pursued by
pharmaceutical
companies

Branded drug
manufacturers’ practice
of extending exclusive
rights beyond the patent
term

Inadequate provision in
terms of social assistance

Development of generic
competition

Tightening of the
requirements for proving
the efficacy and safety of
medicines

Development of parallel
trade

Expansion of national
and international social
assistance programmes

Lack of effective
instruments for monitoring
business activity

High tariff and non-tariff
barriers to entry to the
pharmaceutical market

Inadequate legislation

Cause No. 2. Unscrupulous businesses

Development of instruments
for monitoring trade in
medicines

Harmonisation of regulatory
requirements

Greater role for industry
associations in regulating the
pharmaceutical market

Tougher penalties for those
involved in the trade in
counterfeit medicines;

improvements in judicial practice




Cause No. 3. Domestic and international
political conflict

In recent years, the issue of counterfeit medicines has become a political
bargaining chip in democratic states, variously used to:

influence the course of national elections;

fuel political conflict within the executive;

tarnish the international image of “awkward” states
generate social strife in certain states

(This explains why large swathes of ordinary people (i.e. non-experts) in
developed countries have been drawn into the counterfeit medicines debate, to
an extent that is in some cases incommensurate with the threat posed)

Main components of the effort to improve
relations as regards trade in medicines in the
Russian Federation

= Make those involved in the trade in medicines more responsible for
the quality, efficacy and safety of the products;

= Improve the regulatory machinery, including in matters relating to
the import of medicines;

= Introduce technology to ensure transparency in the pharmaceutical
supply chain in the Russian Federation and to identify
individuals/organisations who break the law;

= Enhance the role played by industry associations and market players
in issues relating to monitoring, expert evaluation, self-regulation,
accountability, etc.




Main changes expected in the way trade in
medicines is regulated in the Russian
Federation in 2007

1. Registration of medicines in the name of
Russian legal entities;

s Access to clinical 2. Manufacturing conditions at foreign sites to be
trials; inspected (finished medicines and other

= Registration of medicinal substances);
medicines;

= Licensing of the 3. Procedure governing the release of batches of
mgg?cfi?étﬁ ;ifjf medicines (Russian-made or imported) into
pharmaceutical circulation by an authorised person;
activities;

= State gyality control 4. Tougher administrative and criminal penalties
of medicines for involvement in the trade in counterfeit

medicines, for failure to comply with the
requirements governing the registration of
medicines and for breaches of the rules on
clinical trials;

5. Tighter controls to protect exclusive rights

Transparency in the pharmaceutical supply
chain

Russian Federation In order to implement the plan,
various authentication methods
may be used (marks, tamper-
proof packaging, declaration,
electronic means)
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quality
certificate

Russian
pharmaceutical
manufacturers

}

Wholesale
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the medicine
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name foreign
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Proposals for Conference resolution

Set up an international working group (WHO, EU,
Russia, USA, China) to develop ways of monitoring
trade in counterfeit medicines, including
terminology, criteria, protocol for gathering and
sharing information, approximation algorithm for
data obtained.

International conference
“Europe against Counterfeit Medicines”
Moscow, 23-24 October 2006




A counterfeit medicine is one which is “deliberately and fraudulently mislabelled
with respect to identity and/or source. Counterfeiting can apply to both branded
and generic products and may include products with correct ingredients, with
wrong ingredients, without active ingredients, with insufficient quantity of active
ingredients or with fake packaging” (WHO 1992).

| would like to propose that any work on this issue be extended to include
pharmaceutical crime in general - including medical/surgical devices, prostheses,
correction lenses etc. and also veterinary products - food chain - impact on
human health.

Counterfeit products in any of these areas clearly represent a threat to the public
health and, potentially, the lives of our citizens and we are all aware that the
phenomenon is increasingly rapidly.

From the point of view of the Council of Europe, it is the is threat to the security
of our citizens (and only to a lesser extent any issue of protecting intellectual
property) that leads us to consider that it has now become urgent to develop a
legal instrument ensuring that the pharma crimes of counterfeiting are
considered, throughout Europe (and beyond) as serious criminal offences (n.b. -
not sufficient for effective international legal co-operation if merely a
misdemeanour or an administrative offence).

At the same time, such an instrument can ensure that effective international co-
operation is established to fight this specific form of criminality.

In present instance- given the variety of role of the “actors” involved in the co-
operation mechanisms need to be effective both internally within each State and,
also wherever possible in a direct manner between the actors in the judicial
systems of different states - police, customs officials, prosecutors and judges
need to be able to work with their counterparts in other countries

In this respect - would also like to note that work currently under way to
modernise the 1950 mother conventions | mentioned earlier - to enhance
efficiency and rapidity of co-operation inter alia through - networks and contact
points (the famous SPOC’s), mechanisms to offer more direct links, databases and
information sharing - reference to Conference 9-10 November in Moscow under
the aegis of the Russian presidency of the COM - further recognition that
international legal co-operation is essential to fight crime

Finally - need to ensure co-operation goes beyond Europe. Council of Europe is
pan European organisation but crime doesn’t stop at our borders. Conventions
elaborated by the Council of Europe can be open to ratification by other parties (cf
USA recent ratification of the Cybercrime convention. Alternatively a convention at
the European regional level could inspire other regions to develop similar
instruments.

In any event - we would intend to work closely with the other organisations
involved and here represented - EU, WHO, WCO - to avoid duplication of efforts
and ensure that all expertise is brought to the table.



Where are we?

Currently - feasibility study on the need and opportunity of proceeding with this
work - due to be presented at the end of November

Next step - establish a multi disciplinary group - experts in the legal (criminal),
scientific (pharmaceutical) and public health fields to elaborate draft proposals
then if so mandated by Committee of Ministers the European Committee on Crime
Problems would debate and finalise any convention (Chair is attending this
conference and will address the closing session

To summarise - the Council of Europe activities are threefold and complementary

B e e cm
operation _’//

A standard setting - new conventions or recommendations
B monitoring - e.g. GRECO; MONEYVAL
C assistance and co-operation activities

Feed into each other
Thus with our multidisciplinary approach we are well place to elaborate a text,
monitor compliance and provide assistance in its implementation.

Finally, to recapitulate the Council of Europe’s strengths in the context of drafting
a convention on pharmaceutical crimes:

a. Comprehensive membership: it will cover (at least) 46 States, which have a
fairly high standard of health-care and legal systems, thus providing the
opportunity to draft a high quality text, from both the legal and health points of
view;

b. Rapidity: the negotiation of the most recent Council of Europe conventions has
shown that the Council of Europe is able to produce treaties in a relatively short
time (eg. 1-2 years);

c. Consensual method - by working with specialists in working groups to draft
texts, then consulting committees and other practitioners in the field, by the time
a text is presented for adoption by the Committee of Ministers it usually has the
agreement of all concerned and is therefore more easily implemented at the
national level;



d. Multidisciplinary approach: at the Council of Europe the legal and health
sectors could usefully co-operate in this enterprise;

e. Reduce the gaps between European States: the finalisation of such a convention
would reduce the gaps between European States, thus enabling them to have a
common denominator at a global level, be it in the context of the WHO or of the
World Trade Organisation;

f. Rule of Law and Human Rights angle: the problem of pharmaceutical/health-
care crimes is not just a problem of violation of intellectual property. This was
clearly recognised by the Seminar participants. For instance, after a certain
number of years, medicines are no longer protected by intellectual/industrial
property. Nevertheless, when such products (or their active principal ingredients
(API)) are counterfeited, the public health problem of pharmaceutical/health-care
crimes remains.



Dieter WURCHE
World Customs Organisation

WCO: only worldwide intergovernmental organization competent in Customs
matters; independent with 169 members (170 as of 24 October 06), funded by
members, NOT a UN organization;

Mission: enhance efficiency and effectiveness of Member Customs
administrations, harmonization of procedures, assisting in

facilitation of trade
revenue collection
community protection
and national security

Problem of trade facilitation versus enforcement eé effective Risk Management is
key

Members have different priorities: revenue - security - protection of
community/industry

Counterfeiting is major problem for many Members aa WCQO’s highest bodies
Council & Policy Commission have made it a top priority for Enforcement &
Compliance sub-directorate

Customs is in unique position for fight against counterfeiting aa checks on
outbound and incoming shipments possible (if legal situation is feasible)

Problems for WCO: non-operational, can only support members and give advice
At this time WCO considers all IPR infringements to be of equal importance;
however, it is obvious that counterfeit pharmaceuticals are a danger to public and
individual health

Tools of WCO:

- developing a catalogue of measures to enable members to fight counterfeiting
more effectively (part of Action Plan):

improvement of Customs legislation in force

implementation of Risk Analyses/Risk Management system

publication of annual statistical report

use of Customs Enforcement Network (CEN) for information exchange

improved co-operation with right holders

improved international co-operation

. IPR Model Legislation



. developing Action Plan

. E-learning

. IPR Risk Indicator Document

. CEN/CEN Comm

. Conferences (Dakar/Senegal, Baku/Azerbaijan in 2007)
. Annual Global Report

. IPR Task Force deals with:

- destruction/recycling

internet

free zones / transit

increased co-operation & information
exchange

SAFE Framework of Standards:

- export control authority
- export controls of high risk goods
- advance electronic information

Customs needs support from both industry and regulatory agencies aa very often
counterfeit pharmaceuticals are much harder to detect than other counterfeit
goods aa training / manuals / points-of-contact

Given the high priority within organization we expect relevant enhancement of
combating traffic with counterfeit goods by members in near and mid-term
future.



Howard ZUCKER
World Health Organisation

Welcome, and thank you all for inviting me here.

The WHO and many intergovernmental agencies, public sector, private sector, and
academia have formed IMPACT and we formally launched this task force last
week.

In less than one year the IMPACT group established an action-based coalition and
came up with a comprehensive package of measures. The group is committed to
the goal of ensuring ethics-based, effective and safe medical supply systems for
the populations of all countries.

Since the first meeting in February, IMPACT has reached several milestones. We
established the IMPACT Secretariat at WHO. We mapped out and agreed on
IMPACT’s functions and objectives. We set up five working groups with specific
mandates and we have all pledged our commitment, which is enshrined in the
Rome Declaration.

Let me spell out why we have made those commitments. And | will use the most
recent estimates to do so.

- Many countries in Africa, parts of Asia and parts of Latin America have areas
where more that 30% of the medicines on sale are counterfeit.

- In other developing markets the figure is around 10%.

- Many of the former Soviet republics have a proportion of counterfeit medicines
which is above 20% of market value.

- Medicines sold by rogue Internet sites are counterfeit 50% of the time.

- True enough, most industrialized countries with effective regulatory systems
and market control have an extremely low proportion of counterfeits - somewhere
in the range of 1% of market value or just under - but many of the rogue web sites
| mentioned are selling their wares in those very countries.

These new estimates, elaborated by IMPACT partners IFPMA, PSI and the OECD,
are the figures we at WHO are using. They are not as dramatic as the over 10%
global figure used in the past, but we all know the scale of the human tragedy
behind these numbers for patients unlucky enough to have encountered
counterfeits, and for their families. Underscoring all our activities and actions is
that human aspect, which we should keep in mind at all times. And remember,
just like other health concerns, we must evaluate the situation based on region
and not by one global number.

Getting back to the IMPACT working groups. Each of our five Working Groups has
already initiated a number of activities. Let me quickly go through the progress
made since IMPACT first gathered together.



In the legislative area, we’ve collected and revised existing information and come
up with a set of guiding principles to propose to countries. These should serve as
a basis for strengthening national legislation to deal with medical counterfeiting,
and legal sanctions against counterfeiters and any other actor involved in the
supply and distribution of such products.

Those guiding principles are founded on three main points:

1) The idea that we must all use a common definition of counterfeit medicines. We
propose that the WHO definition be adopted. One key aspect of that definition is
the ‘deliberate and fraudulent’ nature of the crime. This facilitates the necessary
distinction between counterfeits, which are ALWAYS substandard, and other
substandard products, which are not necessarily counterfeit.

2) The extent of responsibility. We all agree that those directly involved in the
manufacture and trade of counterfeit medicines, chemicals and packaging
materials should be held accountable and punished. But we must also define the
responsibility of exporters, importers, distributors, wholesalers and retailers who
may not be aware of the counterfeit status of the merchandise, but whose duty it
is to check its quality. The working group will look at this issue and agree on legal
instruments to discourage and punish negligence at all stages of the
pharmaceutical supply system.

3) Penalties: In many countries, including the one | know best, counterfeiting a T-
shirt receives much harsher penalties than counterfeiting a medicine. The laws are
designed to protect trademarks but we must make sure that the objective is to
protect the people’s health. IMPACT will work at assuring this.

Our next step in this area should be to develop models for best practices and
good governance.

| would like to see a time in the near future when counterfeiters are viewed as the
21st Century pirates of the high seas - unsafe in any harbor. Essentially, the laws
would make them unwelcome in any nation.

In regulatory implementation Indonesia, Mali and Vietnam have developed
projects aimed at improving their capacity to combat counterfeit medicines on
national soil.

Vietnam and Indonesia are looking at strengthening national coordination
between regulatory, police, customs and provincial authorities as a first step to
implement comprehensive measures. Indonesia and Mali are developing
awareness-raising campaigns for the general public.

IMPACT has committed to support the Government of Panama to reform and
strengthen its regulatory system and in so doing prevent the recent dramatic
diethylene glycol poisoning and similar events from happening again.

We have approached the health authorities of India and China proposing to jointly
develop an alert system for importing countries receiving counterfeit products.
That information will help China and India investigate the cases at the source.



WHO has developed a data collection tool to identify the weaknesses in national
drug regulatory systems. This tool will be expanded to look at the transparency of
regulatory processes, post-marketing control and licensing of distribution and
retail outlets. It will use indicators to measure problems. The relevant working
group will seek partners to join WHO in this endeavour. Our aim is to have the
new tool ready, after field testing, by the second half of 2007.

In enforcement, WHO and Interpol are having fruitful discussions on the
secondment of an Interpol official to join the IMPACT Secretariat at WHO. With
Interpol we are also developing training initiatives to help customs officers
improve their capacity to detect counterfeit medicines and coordinate with their
counterparts in other countries.

Lets train customs agents to essentially sniff out counterfeits just as we sniff out
narcotics at borders. We need to use hi-technology to accomplish this.

And so lets talk about technology.

In technology, a draft document outlining current technologies to prevent or
detect counterfeit medicines has reached an advanced stage and will be finalized
as a "dated working document.” Technologies keep changing and we need to keep
abreast of new developments. For this reason the document will be regularly
updated by the working group and will never be issued as 'final'. Each dated
version will be made publicly available in a 'simplified' format in order to avoid
precious information from becoming intelligence for counterfeiters.

IMPACT has challenged companies to submit proposals on systems combining
serialization and mobile communication technologies to query remote databases.
The working group is assessing the feasibility of these proposals and will initiate a
pilot study. We need to draw upon the technologies that people in all nations are
accustomed to, for example cell phones. While in Mozambique several months
ago | noticed a young child in tattered clothes, looked as if he was malnourished,
but he had a cell phone. Let’s work with the people of nations and with
technologies that they are familiar with to solve the counterfeits problem.

In the first quarter of 2007 IMPACT will organize an international meeting where
companies will present anti-counterfeiting technologies to national regulatory
authorities, pharmaceutical manufacturers and distributors. Our aim is to identify
the most promising approaches and field-test them. IMPACT needs
manufacturers, wholesalers and national authorities to volunteer and take the lead
in guiding and supporting the development of innovative approaches.

With the pro-bono support of companies that use Internet monitoring technology,
IMPACT is receiving reports on rogue Internet sites selling medicines of uncertain
origin. We will release these findings once the data has been consolidated.

Using those figures, IMPACT is developing a strategy to involve internet service
providers, major courier services, customs, postal police and others to put an
effective barrier to the abuse of the internet for the criminal sale of medicines.



IMPACT and AIFA have started a project to purchase selected medicines from
Internet sites that do not reveal their physical address. The objective is to collect
information to arrive at an accurate estimate of counterfeit medicines offered by
rogue sites.

In communication, IMPACT, Mali and Venezuela are in the writing phase of a short
film aimed at showing that counterfeit medicines affect everybody and are
everybody’s problem. The film, 2-3 minutes long, will tell the story of a customs
officer whose child dies of malaria after treatment with a counterfeit medicine.

We shall do more such work, targeting internet users as well as other audiences
around the world by forging partnerships with TV and radio networks, whose
responsibility it is to inform the general public. We are currently seeking media
partners to work with us on a pro bono basis. We look forward to distributing
public service announcements regarding this issue.

IMPACT needs to develop appropriate strategies to communicate risk to health
professionals, the public, enforcement officers, elected officials and governments
without eroding the public’s trust in the health system. We must base our
messages on accurate data and improve information exchange by building on
existing initiatives such as the web-based Rapid Alert System WHO developed
with Australia and the Philippines. Information is the basis for communicating risk
and advocating for additional resources for regulatory and enforcement work.

We are also putting together a website with a map of the world whereby anyone
can go online and touch a country and learn about any reported cases of
counterfeit medicines which have been documented. Hopefully this will go live
within the first six months of 2007.

And lastly, | hope everyone sees our bumper stickers and buttons which will help
us “brand” the issue of combating counterfeit medicines. One day | hope to see
the day when just the “exclamation point in the shape of a pill” is recognized
worldwide as to signify the need to eliminate counterfeit medications.

| think | have been speaking long enough. As you can see | am enthusiastic about
IMPACT's success, vision, and determination. We surely can eliminate counterfeit
medicines in this world.

This is the least we can do for patients all over the world. Let’s not forget that at
one time or another everyone here can end up in the patient’s shoes. And | am
sure that we would all expect the institutions represented by IMPACT to work hard
to make all treatment safe and effective, whether they are for ourselves, our local
neighbours and our global neighbours.



