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Translation from Phase 1 to 3
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Waterfall plot of tumor and biomarker responses
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I-SPY Trial Design

PERSONALIZED MEDICINE | How redesigning a clinical trial can speed drug development
@ tcukes patens PHASE Il R PHASE I

Traditional Randomized or non-randomized trialz In a randomized trial, IF & drug graduates to phase 1], it
i = about B patients are put in two groups: Dne recesees the experimental typically takes 3,000 patlents
clinical trial drusg and the other serves as a contral group. In 2 non-randamized trial, and about three years to
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biomarkers that predict dkugs are time to approval.
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Patiants are placed ingroups Early results increase chances that It will take up to 120 patients §
based an genetic profiles and are patients entering the trial later for each drug to determine PROBABILTY OF SUCCESS
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Ciraphic by Maryanne MurapWs | standard care, Source: Donald Berry, M.[. Anderson Cancer Center

Source: A New Rx for Medicine. The Wall Street Journal. 2010 Oct. 2. Accessed online on 23 June 2011 at:

http://online.wsj.com/article/SB10001424052748703882404575520190576846812.html



Streamlined Investigational Product
Development
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Establish Proof Detect activity in biomarker Phase 111 POC in Post-approval safety

of Mechanism enriched population selected population and efficacy studies
Verify that the RR = 50% & Clinically relevant Required in order to
target in Progression rate at outcomes allow for obtain early
guestion drives first assessment significantly reduced registration

the malignancy < 15% sample sizes

Source: Verweij J, Curr Opin Oncol. 2012
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