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Sponsor Investiqgator

v Responsibility for initiation, o -
management, and/or financing v A team of individual at a trial site

of a clinical trial v" Principle investigator / Sub-

v IR, JIRIAL T, =5 h\/ QIAAIE =% x4Ql 9! XHOI X}

“Sponsor—Investigator”
v" An individual, alone or with others
: not including a corporation and an agency

» Sponsor-Initiated Trial (SIT)
VS
» Investigator-Initiated Trial (IIT)
» Investigator-Sponsored Trial (IST)
= Sponsor-Investigator Trial
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PRE-CLINICAL

RESEARCH CLINICAL STUDIES NDA REVIEW POST-MARKETING
© | sYNTHESIS REACTION
E AND e SURVEILLANCE
el - PRODUCT DEFECT
E PURIFICATION REPORTING
o
3 * )
PHASE IV
‘; ANIMAL ACCELERATED APPROVAL
” TESTING SURVEYS
w SHORT — TERM SAMPLING
= | E TREATMENT USE e
O
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IHD NDA APPROVAL
1 FDA TIME ACCELERATED REVIEW: EXPAHDED ACCESS:

[ ] IHNDUSTRY TIME

™ rFpa & INDUSTRY TIME
SPONSORFDA MEETINGS EHCOURAGED

E SUBPART E
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ompound Success
Rates by Stage

h 5,000—10,000 /
b Screened

250 //
N Enter Preclinical Y
9 Testing

'\\ 5 .’./"
: Enter
% Clinical /
«, Testing,
% §

Approved by the FDA

Net Cost: $802 Million
Invested Over 15 Years

Source: Tufts Center for the Study of Drug Development
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High & Long Term Investment
— Costs : 300~700M U$ /product (0.36~0.84ZXH)
— Time : 10~15 years

High Risk
— Success Rate :  0.02%
(Discovery/Preclinical 5000 = Clinical 5 - Approval 1)

High Return
— Peak Sale : 0.3~8.68 U$ /year (0.36~10.3&XH)
Lipitor (Pfizer) 10.32X#/year
— Patent Protection : &% F 204X|
(generally, 8~12 years after approval)
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Sla (recent 3 years since J d
~2007)

Source: www.clinicaltrials.gov







