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Clinical trials: Where are they?




Facts & Figures
(drugs & biologics - 2008)

A 40% 1 60% of trials outside of U.S.

A 80% of approved marketing applications
contained data from foreign clinical trials.

A 18% of all subjects enrolled in clinical
trials were at foreign sites.

A 20 largest U.S. -based pharma companies
are conducting 1/3 of their clinical trials
exclusively at foreign sites.




Typical example . . .

A Merck trials for Vioxx were conducted
In more than 40 countries in North
America, Europe, Asia and the
Pacific, with about 8,000 subjects.



A Asia has: smallest - proportion of

Phase | trials
A

A Asia has proportionately more trials
than U.S. in oncology, psychiatry
and Infectious diseases;
proportionately = fewer than U.S. In
endocrinology, rhuematology,
hematology.




Clinical Trials:
Where are they going?

A Move Is-away from U.S.

A 2001 i 2006:

A Asia Y 29%
A Central and Eastern Europe Y 16%
A Latin American Y 13%

A U.S. and Europe Z 2.9%



Principal Investigators (by region)

U.S. W. Europe Rest of world
1997 86% 9% 5%
1999 80% 9% 12%
2001 7% 10% 13%
2003 70% 11% 19%
2005 62% 13% 25%

2007 57% 14% AN



The Upside of Foreign Clinical Trials

For the sponsor

LESS EXPENSIVE

A Case report in India is 90% cheaper
than in U.S. (Avg. $1,500 S N0[0[0)

A Trial for artificial liver in China cost
$15,000 per patient, vs. $50,000 per
patient in U.S.



RECRUITMENT!




A Larger populations
AiMor e Adrug napgveo
A Genetic/biologic predispositions

A DIsease concentrations
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FASTER TIME TO MARKET

A Lowered costs & easier recruitment = faster
time to market

A Faster time to market = more patent
exclusivity!
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Development of New Markets

A Sell the product
where 1 1t0s
developed

A On site trials may
be required

12



