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Drug Counterfeiting: Enforcement Challenges
and Strategies to Combat the Problem

® Increased Opportunity as Global Drug Supply Chain
Becomes More Complex

= |[legal “Canadian” Internet Pharmacies Fuel a Global
Counterfeit Drug Market

= Flood of Counterfeit and Dangerous Unapproved
Drugs arrive at International Mail Facilities Daily

= High Profit Margins and Favorable Risk-Benefit
Analysis: Canadadrugs.com

m Strategies to Stop the Flow of Counterfeit Drugs From
Entering the U.S.
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Increased Opportunity as Global Drug Supply
Chain Becomes More Complex

=Imported
Finished Drug

mIngredients I\ 3 \ -
=Manufacture of
Finished Drug

mIngredients

————

" mIllustration of drug manufacturing supply chain: A U.S. finished drug may be produced
' using an active pharmaceutical ingredient (API) made in China and ingredients made in

l Europe, Japan, or the U.S. These components may be shipped to India where the finished
' drug is manufactured and then imported into the U.S. for distribution.

3

www.dlapiper.com Insert date with ‘Firm Tools > Change Presentation’ I 8



lllegal Canadian Internet
Pharmacies Fuel the Counterfeit
Drug Market

m 96% of online pharmacies operate
illegally, selling drugs without a

prescription or distributing counterfeits

m Drugs that Americans import today are
not coming from the Canadian drug

supply, they are not sterile, they are not

effective, and they are sometimes
deadly

m Canadians authorities are not
regulating prescription drugs exported to

Americans and the FDA, CBP, and FBI
do not have the resources to stop the

flow of unapproved and counterfeit
drugs
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Counterfeit and Foreign Unapproved Drugs are not
coming from Canada
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No HHS Secretary or FDA Commissioner has
certified that Importation from Canada is Safe

EVERY HEAD of HEALTH & HUMAN SERVICES and THE FDA
FOR THE LAST 15 YEARS appointed by a REPUBLICAN

OR a DEMOCRAT has REFUSED ;

TO CERTIFY the SAFETY

OF DRUG IMPORTATION

“Mamy US contumens 3re being menled = he hopes of Laving
momey by purchaning prescriphon drugs over the termet from
g a A mcas Unforhumately Mese & ugs ae ofen courerfen
ot 200d SPIPPIOved Prodhuc 1S OF CONTIM IN DO Istent
amcnet ol sctive ingredent Taking these drugn can pose 3

LR e et

CThe prodict #ved n oMen comeng Fom places othe: e C anadas hat
- Arve s Aty o cont o o confidence i o when saltpted e
S b P il o aen e e Bove ngredients s 10 comlae
Gty Tt we wn oMot NarmAll

IT'S NOT A REPUBLICAN ISSUE.
IT'S NOT A DEMOCRAT ISSUE.
IT'S A SAFETY ISSUE.

P et up@Pavsan 3 SAFEMEINCINES. org”
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Clandestine Drug Laboratory
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Unapproved Overseas Manufacturing Facility
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Flood of Unapproved and Counterfeit Drugs arrive
at International Mail Facilities Daily

a Scott Gottlieb, M.D. ©
DGO etd DA Follow

Toured operations at #FDA JFK Airport mail
facility. Just some of thousands of seized
fake, controlled drug packages
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Hard to Detect Counterfeit Drugs
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High Profit Margins and Favorable Risk-Benefit
Analysis: CanadaDrugs.com

[ N D S1. DIS 0
FOR THE DISTRICT OF MONTANA
BUTTE DIVISION

UNITED STATES OF
AMERICA,

CR

PlaintifY,
Vs,

CANADADRUGS.COM LTD.
PARTNERSHIP,
THORKELSON

CONSULTING, LTD.,

4208081 CANADA, LTD,
ROCKLEY VENTURES, LTD.,
GLOBAL DRUG SUPPLY, LTD.,
RIVER EAST SUPPLIES, LTD,,
KRISTJAN THORKELSON,
THOMAS HAUGHTON,
RONALD SIGURDSON,

TROY NAKAMURA,

DARREN CHALUS,
NARINDER KAULDER,

JIM TRUEMAN,

__Delcndanis,
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Counterfeit Avastin

BFA WARNING COUNTERFEIT AVASTIN® AFA
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Path of Counterfeit Drugs
URNAL-

L

How Fake Cancer Drugs Entered U.S.

Graphics ‘ Stock Quotes H Comments (30) ‘ MORE IN NI

Path of Fake Avastin

The fake Avastin traveled through a Fake ASastin enters
series of overseas suppliers before Canada Drugs network
reaching the Canada Drugs’ network. N
Companies controlled by Canada :
Drugs procured the counterfeit cancer
medicine, marketed it to U.S. doctors \ g
and shipped it through a contractor in ’*
Tennessee, court records and

business documents show. Doctors

identified by the FDA as the network’s

customers were warned that they may

have bought the fake Avastin. @ Select dots for more info

“Nottingham,
UK

sy

Winnipeg, Manitoba

Key
Corporate Headquarters
o Supplier
o Marketing
wwsw Not in Canada Drugs’ network
In Canada Drugs’ network

Number of medical practices warned
by the FDA that they may have
bought the fake Avastin

) N 14 TOTAL
L 57N 5-10
7\ | 1025 76

Sources: WSJ repa}‘hng, FDA

Barbados
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FDA Warning Notifications Sent to
Doctors and Clinics

Figure 1: Visual depiction of a total of 949 FDA safety notifications that were sent to 932
physicians and/or clinics in 795 zip codes from 2012 to 2013.
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Since 2012, smugglers caught selling fake drugs
sold more than 63 different medications to over
3000 doctors, clinics, and hospitals in the U.S.
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Strategies to Stop the Flow of Counterfeit and
Unapproved Drugs from entering the U.S.

® Enhance coordination and collaboration with foreign
regulatory and law enforcement partners to proactively

iInvestigate and dismantle transnational criminal
organizations

m Educate medical practitioners and consumers about the

dangers of ordering medications from illegal “Canadian”
and other foreign internet pharmacies

m |ncrease inspectional resources at International Maill
Facilities

m Utilize innovative technologies to detect counterfeit drugs

® Enact new legislation that will provide FDA regulators the
legal authority to destroy counterfeit and unapproved drugs
onsite
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