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WHO has six regions
WHO EURO region (EU and non-EU countries together)

MORTALITY DATA

One of the best healthy life expectancy at birth

Lowest probability of dying per 1000 live births under 5yrs (EURO 23,
AMRO 25 ...EMRO 92, AFRO 171)

Lowest neonatal mortality rate per 1000 live births (EURO 11, AMRO
12...EMRO 40, AFRO 43)

Lowest maternal mortality ratio (per 100 000 live births) — EURO 39,
WPRO 80, AMRO 140, EMRO 460, SEARO 460, AFRO 910)

... Huge socioeconomic differences between countries an  d
regions

World Health Statistics 2005, World Health Organization




Perhaps as old as medicines

The appearance of counterfeit medicines in international
commerce first identified as problem in 1985 by WHO
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WHO Definition

A product that is deliberately and fraudulently mis labelled
with respect to source and/or identity.

Counterfeiting can apply to both generic and brande d
products

Counterfeit products may include:
products with the correct ingredients
with the wrong ingredients
without ingredients
with incorrect quantities of active ingredients
with fake packaging






Figure 1. The Number of Investigations of possible
counterfeit drugs by the FDA has been rising
(Figure: Margaret Shear, Public Library




Figure 2. Genuine and Fake Guilin Pharma Artesunate Blister Pack Holograms Found in
Mainland Southeast Asia (A) is the genuine hologram attached to the blister packs of the
genuine Guilin Pharma artesunate. The red arrow points to a legend stating “GUILIN
PHARMA”, which is visible with the naked eye as a thin strip below the waves, but can only
be read with a microscope (letters are about 0.1 mm high). (B) and (C) arefake artesunate
blister pack holograms. A warning sheet giving more details and photographs is available in
[47]. (Photos: Paul Newton , Wellcome Trust SE Asian Tropical Medicine Research Units)







BRITISH WAREHOUSE OPERATION : In November 2004, an
enormous drug counterfeiting operation was exposed in the
U.K. Allen Valentine was sentenced to five and a half years in
jail for a counterfeit drugs, operation that apparently could
generate 500,000 tablets daily. Valentine's international
enterprise also manufactured steroids and anti-anxiety
medications (1)

(1)http://news.bbc.co.uk/2/hi/uk_news/england/london/4027033.
stm.



SEIZURES AND CONFISCATIONS: France’s customs agents
reported seizing 542,000 fake drugs in 2004(3).

Officials recently arrested a man who tried to offload 22,000 fake
pills at Heathrow Airport (4).

(3) "Increase in Counterfeit Goods Seized in France," Les Echos, 22
March 2005.

(4)http://www.|se.co.uk/ShowStory.asp?story=LJ313543D&news_he
adline=man_caught_with_22000_fake viagra_pills



Pharma Secure Chain Europe
Establish security measures to protect your patients,
products, IP and the integrity of your supply chain in the
enlarged EU

October 19 - 20, 2005 - The Berlin Marriott, Berlin, Germany

Counicl of Europe Seminar. Counteract the Counterfeit.

Limiting the Risks of Counterfeit Medicines to Public

Health in Europe by Adeguate Measures and Mechanisms
Strasbourg, 21-23 September 2005
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Why?
Recreational and life style drugs
Stigmatization of disease
Avallability of desired medicines

Price sensitivity — seeking cheaper options (more
likely in non-EU countries ... but also possibly in new
EU member states if no solutions to problems like
affordabllity of HIV treatment offered by official health
care systems)

Possibly Internet the biggest challenge in European
Union
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Only 5 countries declared to specifically regulate promotion and sale
through the Internet, but...

Wide range of sanctions: 1"
. . >3\ V-
- revocation of licence %)

- confiscation of drugs
- prison (1month -7years)
- financial sanctions

Very few countries Globally effectively control exportation
Importation via Internet is often accepted for ‘personal use’
Published in WHO Drug Information Vol. 15 No. 3 & 4, 2001 p 180
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More and more rigour in regulating of medicines but
...liberalization of trade with increasingly free mov ement of

goods
Difficulties in controlling distribution channels
"Food supplements", "nutritional products” and othe rless

regulated products use increasingly similar "dosage
forms" and packaging as real medicines

Many operations in chain of making and distributing
counterfeit products may be legal until the very en d

Easy access to necessary materials and equipment
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Whole package of activities aimed to support building up
effective drug regulatory systems

Norms and standards — International Pharmacopoeia, Chemical
Reference Standards, Rapid screening tests etc.

Guidelines for - GMP, Good Distribution and Trade Practices, how
to register generic medicines etc.

Trainings — GMP training courses, QC laboratory trainings,
External Quality Assurance schemes for QC labs, how to ensure
guality of generic drugs etc.

Networking and information exchange — ICDRA, Rapid Alerts,
WHO Drug Information etc.
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Specific anticounterfeiting activities

Awareness raising

Guidelines how to fight counterfeit drugs
Seminars and trainings

Technical assistance

Special regional projects

Global activities
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Main new issue: idea of "international framework
convention" on counterfeit medicines first presented
Create well defined obligation to national governments to
deal with the problem
Create framework for international cooperation and
coordinaton

The detailed report of this meeting is available on the WHO

web site as follows:
http://www.who.int/medicines/areas/quality safety/en/index.html
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ICDRA in Madrid 2004 recommended WHO explore the
idea further with regulators

ldea introduced in several meetings

Specific meeting planned to discuss the idea further
planned in Florence 8-10 February 2006 in cooperation
with Italian authorities and IFPMA



As long as situation Globally and regionally does not

Improve counterfeit medicines remain a threat to public
health

All stakeholders have a role in fighting counterfeit
medicines in doing what they are best equipped to do

Much more cooperation and communication is needed
between all stake holders nationally, regionally and
Internationally

No country can address the problem alone



