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Natural History of Hepatitis B

~ 90% neonates | 25-30% children ™.
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Lok A et al. Hepatology 2004;39 (3857861,
ALSLD Practice Guidelines 2003 chronic hepatitis B. Accessed via hitp: /fweww aasld.org.
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SCH 503034 Monotherapy 14 Days
HCV-1 IFN NRs, Mean Log,, Decrease
HCV-RNA

;I’D.S-

Treatment : Follow-up
B - A

—— Placebo (n=16)
——100mg BID (n=12)
200mg BID (n=12)
®-400mg BID (n=11)
400mg TID (n=10)
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SCH 503034 + PEG-Intron 1.5 pg/kg

—I—QW in HCV-1, IFN Non-Responders
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Peg-Intron Alone
(n=18)
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Peg-Intron+200 mg
TID SCH503034
(n=12)

-=— Peg-Intron + 400 mg
TID SCH503034 (n=8)
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US New Drug DeveIOpment Process

Preliminary

Development Investigational Status Marketing of

Drug

Drug Discovery ”H

Development

Chemical ”

Animal Studies Short-Term [ 4 =t L1 ] e

Pre IND Meeting User Fee

g:[?) PIBPi- & ingall SAmendments Reported
mission Review: and Reyiew

Human Studies
Phase |- 1l

End of
Phase i
Meeting

NDA F-rep_li & eview &| Supplemental
Submission : ; Reports

Use of Drug Use of Drug
By Consumers By Consumers
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Cost: $330 - $800 million
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