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Success Rates for Drug Development

Adapted from Nature Reviews:  Drug Discovery, 3 (8):  711, 2004
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NCI Cooperative Groups

A Brief History
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• ECOG

• ACRIN

• CALGB

• NCCTG 

• ACOSOG

Group Mergers

• RTOG

• NSABP

• GOG

• SWOG

New Drug Development Timelines

NCI Expanding Infrastructure
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New Drug Development Timeline
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Courtesy of Jeffrey Abrams, MD NCI-CTEP
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New Drug Development Timelines

Clinical Trials

New Drug Development Timeline
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Clinical Development Timeline
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Courtesy of David Dilts
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New Drug Development Timelines

Investigator Perspective

Academia

Industry

Scientific Review
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Proposed New Organizational Structure of the Program

Fail Early

Sept-Oct 1998

Nov 1998 – July 1999

Aug 1999 - Present
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“I have not failed, I have just found 
10,000 ways that won’t work”

Thomas Edison

Clinical cancer research needs a system 

that can strategically fail early
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Cooperative Group Clinical Trials

• Efficient

• Effective

Success Rates for Drug Development

Adapted from Nature Reviews:  Drug Discovery, 3 (8):  711, 2004
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Clinical Development Timeline
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*Placebo patients who progressed could cross over to sorafenib
†Including 36 patients without bidimensional tumor measurements, but with 

radiological evidence of progression

Study Design: Patient Flow

Sorafenib 

12-week run-in

(n=202)

Tumor shrinkage 

≥25%

(n=73)

Tumor growth/ 

shrinkage <25%

(n=69)

Tumor growth 

≥25%

(n=51†)

Off study

(n=58)

Sorafenib 

12 weeks

(n=32)

Placebo* 

12 weeks

(n=33)

Continue open-

label sorafenib 

(n=79)

% Progression 

free 24 weeks

Disease status at 

12 weeks unknown

(n=9)

Courtesy of Mark Ratain, MD

Progression Free Survival: 
Randomized Patients
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Courtesy of Mark Ratain, MD
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Smart Drugs

Smart Trials


