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About IFPMA

Alnternational Eederation of, Pharmaceutical
Manufacturers & Associations, based in Geneva.

ANon-Profit, Non-Governmental Organisation in
relations with WHO and other international
agencies.

ARepresents pharmaceutical industry associations &
companies from developed & developing countries.

AIFPMA member companies are research-based
pharmaceutical, biotech and vaccine companies,
often having generic and self-medication
medicines.
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o About PSI

APharmaceutical Security Institute.

A21 R&D-based pharmaceutical companies
from US, Europe and Japan

APSI collects, analyzes and disseminates
Information to be shared with authorities.

AMembers commit resources to work with
mviestiigator:s -1:n nat |
enforcement agencies, WHO, Interpol and the
WCO



¥ About IMPACT

Alnternational Medical Products Anti-Counterfeiting
Task Force.

AMulti-stakeholder group (Gevernments, industry,
heal th-pr-ofiessi.onal s, D a

ASecretariat in WHO HQ, Geneva.

AWorking through 5 sub-groups:
A Legislative and Regulatory: Infrastructure
A Regulatory Implementation
A Enforcement
A Technology
A Communication
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IFPM

Now: Is the Time for Concerted Action

A

The WHQ estimates that developed countries have a low
proportion of counterfeits (<1%); BUT in developing countries a
reasonable estimate ranges from 10% to 30%. The most
counterfeited drugs (by volume) are older generic but effective
antibiotic and pain-killer drugs.

Thus, one important fact is that we have a counterfeiting gap:

In developing and emerging countries in Africa, Asia,
Eastern Europe and/Latin America, the problem'is
already great I patients In these regions regularly
encounter. fake medicines. ThIS IS Unacceptable.

2. And in developed countries, the risks to patients teday
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are stillivery small/-- but counterfeit pharmaceuticals
trade Is very growing fast I and/this Is also
unacceptable:.
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Continuing Increase in the Detection of
EPMA Counterfeit Medicines (PSl, 2006)

7

2005 2006 Y change
No of counterfeiting incidents 1,123 1,371 2204

No of countries connected to 101 100 _
counterfeiting incidents
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Continuing Increase in the Detection of
Counterfeit Medicines (PSl, 2006)

Number of incidents

Type/Year 2005 2006
Counterfeit 899 1,184
Diversion 151 133
Thetft 73 V!
Total 1,123 1,371
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Continuing Increase in the Detection of
Counterfeit Medicines (PSl, 2006)

AP

Top Ten Ranked by Counterfeits
Seized/Discovered

Country Seizures/Discoveries
1 Russia 160
2 China 142
3 Uzbekistan 79
4 South Korea 61¢)
5 United States 66
6 Germany. 61
7 Peru 610)
8 Ukraine 47
9 Brazil 45
10 Israel 45
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£ Today, Is Just Too Easy for Counterfeits to
Enter the Pharmaceutical Distribution Chain

A Counterfeits are not only those products deliberately
manufactured as such.

A A legitimate product can also be transformed into a
counterfeitt.

A Prolonged Expiration Dates
A Mishandled (ex. Frozen Vaccines)
A Diverted Donations, Re-p-a ¢ k a gii-ng..  .Transhippi

A Traders may lack technical knowledge to handle medicines:.

IFPMA, FIP Congress, Beijing, Sept: 2007 9



V The Model Distribution Chain

FPMA

Hospitals
&

Wholesalers/
Distributors

Pharmacy

9 Legal medicines

(AnPharmacyo i ncludes | egal, gccredited, onlji

and other legal points of dispensing)
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Todayos Threats t
FPMA Distribution Chain Integrity

v

Mishandling of legal
med|C|_n_esed|v|nforma|n .
& tranShlpplng’ Markets Internet

Wholesalers/

Manufacturer Distributors
Hospitals
NB. Also threatening the &
supply chain: CF APIs, CF Manufacturer Pharmacy @
excipients, CF packaging ”|ega| trader Internet
materials, etc. )
of CF final
products

9 Legal medicines

(APharmacyo includes | egal, 4gc c: ecaunterfeitimedicnesl|i
and other legal points of dispensing)
11
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Recently in the News

== |ndia: "Orders of drug supply issued to the established pharmaceutical
companies that have been enlisted by the Central Government as well as
state government for.the supply of drugs, are being diverted to the illegal
drug manufacturers. Drug supplied by the unscrupulous firms are much

cheapefr l-n compaftl:son the aut hori z
The Hirndustan . Ti mes., AFake - drug racl
* | China:ii Me di c-al l-nvesti gators -hav-e f o0

boosting drug in northeastern China in the latest scandal to taint its
pharmaceutical industry. More than 2,000 bottles of fake human albumin
were discovered in Jilin province at 18 hospitals and 39 retail and
wholesale drug outlets ( €') 0

AEP, nFake: drug found 1-n--Chi nese®e
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'ﬁvf‘ Patients in Developing Countries Suffer the Most

IFPMA

Kenya:n Ao Chil:nese phar maceut i.cal . fii.r-m |
malarial drugs supplied to Kenya after discovering a counterfeit. syndicate
( e)r. .-c@iecxn is one of the artemisinin-based combination therapy
drugs highly recommended by the WHO to treat malaria and is widely

suppl red bn- . government - and Apestimdaiedt e
35,000 people die of malaria in Kenya each year. ©
BBC, nMalari a drugs: r ec:

China:a’Wh-icl e - Chi-na’'. s -t-al-nt.-ed exports n
China's own citizens suffer- most from the shortcomings of its drug
regulators. Tens of thousands of crates of .unsafe pharmaceuticals have
reached the local market @ from antibiotics to vaccines, from drugs to
treat erectile dysfunction to ones to strengthen the immune system. The
government.does not know how many deaths and serious illnesses have
r-result:ed. frrom faulty drugs. o

|l nt er natil.onal Her-al.d Fr.t bun
hi s -Caus-e, and |

IFPMA, FIP Congress, Beijing, Sept: 2007 13



'V' Patients in Developing Countries Suffer the Most

IFPM

Kenya: h Ao Ch:l-nese pharmaceutical
malarial drugs supplied to Kenya after discovering a Coz

C | ex porits
uss\2
R peands of crates of unsafe pharmaceuticals have
P& 8% market'd from antibiotics to vaccines, from drugs to
pECle dysfunction to ones to strengthen the Immune system. The
government.does not know how many deaths and serious illnesses have
r-result:ed. frrom faulty drugs. o

|l nt er natil.onal Her-al.d Fr.t bun
hi s -Caus-e, and |
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Internet Trade Facilitates Flow of
Counterfeits

ARecent Study* of 3,100 Online Pharmacies

: “Traffic irtended for leyitimate walisiies divertedto
S uUS:pl-Cilk-ous SIiIteso.

AfcOnd i ne . pharmacies . fake the
deliberately: (...) Is almoest Impossible for a visitor; to know
t.hieidor-.-p.rovenanceo.

A o0 nfbwy: online pharmacies accredited with Verified
Internet Pharmacy: Practice Site T V.- ' P-P S 0 .

A4 4% of - spam  landi-ng sites
Af 38 % .of nmgdm -@ricgirnat ed i n

*Mar kMoni tcar n-Breandj ack
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Internet Trade Facilitates Flow of
— Counterfeits

AP

niCanadaos fda.rstio.confi-rimed
purchased over the internet reinforces long-stated concerns
of the Canadian Pharmacists Assaociation (CPhA). A BC
Coroneraos.  report:has:conciktud
online pharmacy are to blame for the March death of a
Vancouver Island woman. These drugs were later
determined to be contaminated with extremely high
guanti ti-es of met al oO.

Canadi an--Pharmaci st s rtAsisocCI|
Warni.ng to Canad.i
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e Key Aspects in Play

FPMA

A Countries are the worst affected where regulatory structures are
weak, and control and oversight is difficult;

A Regulation and organization of the distribution system is often
weak;

A Medicines prices vary widely across the world, and parallel trade is
widespread, allowing counterfeit medicines to enter the supply
chain;

A Branded and non-branded generics are also widely counterfeited as
well as OTC: Apri ce o0 -machtoraffakeadugsi n g

A Medicines counterfeiting has not been a high priority for many
countries (cf., illegal drugs, pornography, etc.)

A In many countries, the risks of prosecution and penalties levied for
counterfeiting are inadequate

A Low risk/high returns on investment in counterfeit drugs

A The way in which medicines reach the consumer is also different
from other goods: Awhdokndows swhkrat

IFPMA, FIP Congress, Beijing, Sept 2007, 17



