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Briefing Objectives

* Introduction to PSI
 |dentify Resources of PSI

* Practical ways to build international
cooperation
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PSI’s Mission is in its Name

The Pharmaceutical Security Institute is a fact
finding, non-profit organization dedicated to:

Protecting the Public Health
Sharing Information on Counterfeiting Activity

Initiating Enforcement Actions with the
Appropriate Authorities
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PSI Structure 2009
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Analyst
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Unique non-profit in Vienna, Virginia

* Funded by innovative pharmaceutical
manufacturers
» 26 Security Directors
» Most former senior law enforcement
» Dedicated anti-counterfeiting resources

* Primary focus
» Collect, analyze and share information
* Improve coordination

-]I[ » Disrupt and dismantle counterfeiting groups
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PSI Members
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http://www.genzyme.com/default.asp
http://www.behestandarou.com/images/logos/Astellas-LOGO.gif

Building International Cooperation

Suggested steps

Presentations to increase dialogue —
Explain business operations

Information on counterfeiting
Strategic and operational intelligence

Laboratory Examinations
Can determine product authenticity

Liaison meetings to
Maximize result by working together
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P = Presentations

Coordinate LEA and DRA seminars:

 Identify information shortfalls
* Develop and provide seminars
» In 2008, briefing included:
—FBI, ICE, Health Canada
—Argentina, Canada, China,
Japan, Singapore, Thailand

Goal — information exchanges help to:
» Foster understanding
* Improve enforcement efforts

 Build relationships
NeTITUTE




Presentations: Briefing Materials

TWENTY=FIRST CENTURY CRIME

CRIMEN DEL SIGLO XXI

NPEGTYMNNEHME XXI BEKA

A LAW
EMFORCEMENT
GUIDE TO
COUNTERFEIT,
DIVERTED,

AMND STOLEN
PHARMACEUTICALS

= R IR

e Multi-lingual training guides
to alert the authorities
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| = Information

» QOperational Reports

— Timely, case specific reports identifying investigative
linkages

e Country Reports

— Country or regional counterfeit, theft, and diversion
analyses

« Special Projects
— Customized projects or studies to match unique needs
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L = Laboratory Examinations

AUTHENTICITY EVALUATION
ANALYTICAL TESTING REPORT

Impacted Product:

Cur Drug

Samples:

Furported, 100-mg, Mame Tahlets and Packaging Obtained by the Public
Health Service in the Country

Company Internal
[dentifications:

0597 4-642-55055458

Agencyl Submitting Country:

SelfExplanatory

Conclusions:

5505593 Counterfeit Drug Product Tahlets and Packading

Zhain of Custody Information:

Company Senior Anaktical Chemist

Date Received:

CraviMonthMear, Internal Mail; EF 3505593

Feceiving Laboratony:

Counterfeit Testing Laboratories,
Guality Operations, City, State, COLUMNTRY

Sample from (hamefdept):

Top Motch Investigator (Global Security, Counthd

Cratefs) af Testing

CraviMonthMear




L = Laboratory Examinations

Description of sample, wisual evaluation, and spectroscopic companson:

Sample Descrption (see Figqure 1%:

The analytical sample 05974-642-S505598 was received from Global Securty, COURTRY, in sealed
evidence bag 55055493,

The subject sample 059974-642-5505598 consisted of one ten-tablet blister pack of purparted CQur Drug 100-
mg tablets, an IFC and a PIL. The IFC and blister ot number and expiny are 832718474 gnd 08-2007
respectively.

The subject sample is a representative sample of 375 hlisters, cartons and leaflets that were found in a hotel
near a city in Asia.

Packading Evaluation 0597 4-642-83505598 fsee Figures 2-9%:

Individual Folding Carton (See Figure 2. The subject sample 05974-642_-5505598 |F C was received
unformed but with the lot number, expiny date and manufacturing date already printed on the cartan. The IFC
is elegant and fully purports to be Cur Drug 100ma manufactured by Qur Company, LISA. The IFC arbaork
ahd box codes gre 24028120 and 103541 respectively.

These codes are walid for an Arabian market pack of 50-mg of Cur Drug and not far a2 100mg of Our Drug
pack. The lot number 8327183474 along with the manufacturing date of 08-2004 and the expiry date of 08-

The carton shape is consistent with the code 103541 howewver there are errars in the arbwoark of the IFC
including: 'Our Mame' fant in the logos is incarrect; the carton states "100mg" when the authentic is for 50m




Case Related seminars

Paris 2008
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Derived from the Latin word meaning “to bind.”

Every international and national organization
recognizes the need for public private
partnerships to address counterfeit medicines
Shared responsibility to the patients of the world

Effective liaison leads to understanding the
nature and extent of this threat - actions.
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Effective liaison

Better coordination of cases impacting over diverse
geographic areas;

Improved communication with manufacturers
security departments;

Increased opportunities to seize counterfeit
medicines; and,

Save lives and prevent harm to innocent patients.
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Effective liaison in Latin America

WCO - Interpol Operation Jupiter:

« 2005 Multi-nation — Multi-product anti-counterfeiting
operations in Latin America;

« 2006 Five countries — three month operation seized
$35 M in counterfeit goods; and,

« 2007 More countries involved - Argentina, Bolivia,
Brazil, Chile, Paraguay, Peru and Uruguay.
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Investigator Comments

Many thanks for your fast response and the
detailed report. Interesting stuff! — UK

Great job PSI. Thanks for the
info | will share your work with
my colleagues. — US LEA

Have a once-over and let me know ...
figure you know more than anyone else on
this stuff. - DRA, Caribbean nation
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PSI| can help you:
* reduce investigative time
e conserve resources
* build better cases

Call, fax or email — all services are
available at no charge.
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Remember the PILL

* Presentations
* [nformation

« Laboratory

e Liaison
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Contact Details

Pharmaceutical Security Institute
8100 Boone Blvd., Ste. 220
Vienna, VA 22182, USA
Tel: 703-848-0160
Email: psi@psi-inc.org

Checkout the Website
http://www.psi-inc.org
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