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FDA T where does it fit iIn?

¥ Assess the benefio-risk profile of a product
based on the totality of the data submitted,
iIncluding preclinical, clinical, and
manufacturing process data.

¢ If the demonstrated benefits of the product
outweigh the known risks of the product for
the intended population when used as directec
It can be authorized for marketing, provided
the manufacturer can produce it consistently Ir
accordance with good manufacturing practices
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FDA

¢ Scientific validity of the data
# Clinical relevance of the data
¢ Completeness of the data

® Ethicsofthedatawe cano6t aut hol
based on unethically obtained data



FDA
¢ What does it mean for the data to have been
obtai ned I n an net hi

¥ Was much easier to answer 20 years ago



Globalization:ef Clinical
Research: Realities for FDA

A The proportion of FDAregulated Cls based in North
America has steadily declined from 96% of the total
global pool in 1990 to 54% in 2007

A Non-U.S. and multinational studies are an increasing
proportion of submissions to FDA

A In 2007: over 60% of pivotal studies submitted to CDER
NDAs contained data from one or more g8 study
sites

A NonU.S. studies/data are also increasing in biologics
and medical device applications
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What the IG T ells"Us*

A In FY 2008, sponsors submitted marketing
applications to CDER/CBER with over 230,000
subjects enrolled at over 6500 RO® sites in 68
countries

A Western Europe accounted for 60% of total-uh sites

A The other 40% was nearly evenly divided:
A Eastern Europe: 11%
A Asia/Pacific: 10%
A Non-U.S. North America: 8%
A Central/South America: 8%

A1 G Study/ 2010 Report: f@AChallenges to
Clinical Trialsbo
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European Union 20052009

@ 39% of clinical trials data iIn MAAS came from
within the EU

% 44,000 patients in 89 countries

Wherever you stand, the majority of clinical trials

are

neing conducted elsew

nere, and yet we all as

regulators use these data to allow or disallow

maur

Keting of a product, anc

physicians and

patients use these data to decide to use or not use

a medicine.

Fergus Sweeney, EMA



° What the Academics Tell.Us*

A Change in Global Clinical Trial Site Distribution
(20032007)

A Asia Up 15%

A Eastern Europdgp 10%

A Latin America Up 7%

A Middle East Up 6%

A Western Europe 0% (No Change)
A North AmericaDown 4%

A From Fabio Thier s, MI T, AWhere are t|
to 35" Brazilian Congress of Pharmaceutical Medicine, Nov 2009
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2004 to 2008
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*CAGR=Compound annual growth rate
Source: www .clinicaltrials.gov.

India’s Phase Ill is growing seven times faster than the global average.
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