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Gregory A. Curt, MD, Chair
U.S. Medical Science Lead, Emerging Products
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CEO Roundtable-I May 2001

Outcome:
CEOs agreed to ask and answer one important question:

“What are we doing In our own companies
with respect to cancer awareness, prevention,
early diagnosis and optimal treatment?”
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e Membership: Representatives from CEO-RT
Companies Involved in Health Research

e Mandate: Accomplish Together What No Single

Company Might Consider Alone

e Methods: Engage Academic Centers, NCI and
Others as “Safe Harbors” in Shared Areas of

Mutual Interest

Be Bold And Venturesome
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Consortium of Industry Oncology Programs
Seeking Collaborative Accomplishments

1
AstraZeneca(i? . : O
(os1) pharmaceuticals QUINTILES
E @ sanofi aventis
@ pp” ) o/p Schering-Plough
Viewed as Collaborative by the
DoJ )
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e Decrease the Time for Patients to Enter
Cancer Clinical Trials

 Develop a Pool of Pre-Competitive Intellectual
Property for Biomarkers

 Diminish the Regulatory Burden of New
Cancer Drug Approval
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« What is the rate-limiting factor for opening
a clinical trial?

« What researchers thought: processing

by Institutional Review Board (IRB)

« What the data showed: contracting &

budgeting! _
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1. ~$1M of sales is lost every day a drug
IS nhot In the market

2. Every day, there are ~3,800 new cancer
diagnoses and ~1,500 cancer deaths

3. Each day of delay is more likely a study
will fail to achieve its goal
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 64% the critical Phase lll clinical trails “never finish” i.e.,
did not enroll enough patients to answer a scientific
guestion

« 29% of oncology trials started result in Zero patients

Phase III ECOG Studies Closed to Accrual (n=15%):
Ratio of Actual Accruals vs. Expected Accrual
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AMC Contract Execution Cycle Time 2008
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A Key Bottleneck to Starting Clinical Trials

o Collaboration Between LSC Companies (11), Cancer
Centers (14), and Cooperative Groups (5)

e Hogan & Hartson Reviewed Redacted Final
Agreements (49) and Agreement Templates (29)
e Hogan & Hartson Obtained Letter from the DOJ

 Finding: Two-thirds of the Language in the Approved
Agreements Converged

e Results: the “START” Clauses .
s e
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Pre-Clinical Trial Contracts

« Use the Same Methods to Expand START Clauses to Studies
of New Industry Drugs with Academic Collaboratorsin the
Laboratory

- Intellectual Property Risk is Greater

- The Potential Results of Early Partnering with
Academic Centers of Excellence Could Be
Considerable

- There are Currently No Standards Governing
the Important Areas Covered in the Clinical
START Clauses

¥
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 Develop a Pool of Pre-Competitive Intellectual
Property for Biomarkers
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Biomarkers

Potential Approach: LSC Companies
Present Programs (Under Confidentiality) to
NCI

- NCI Selects Most Promising Markers
for Co-Investment and Collaboration

- NClI Invests Iin “ Gaps”
Validated Marker Enters Public Domain
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Pre-Clinical START Clauses
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No Pharmacodynamic Marker: Phase Ill Trial
Where 25% Patients Show Treatment Effect
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 Diminish the Regulatory Burden of New
Cancer Drug Approval
*
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Improving the “Critical Path” for New Cancer

Therapies

e Collaborative initiative convened by
Brookings and Friends of Cancer Research

» Supported by ASCO, AACR, Susan G. Komen, and
Lance Armstrong Foundation

» With full participation from FDA, NCI, patient
advocates, and life sciences industry
« Conference on Clinical Cancer Research
September 14, 2009; Washington, DC
» Data Submission Standards
» Auditing PFS Endpoints
» Targeted Therapies and Companion Diagnostics
» Evaluating Two Investigational Agents in Combination
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Optimizing Data Submissions

« The amount of data collected in Phase lll trials for
supplemental approvals is excessive. Is there a more effective
approach?

» Grades 1 or 2 Adverse Events
» Adverse Events start/stop dates
» Concomitant meds

« ASCO formed the Data Optimization Working Group
(8 trials from CALGB, GSK, Eli Lilly, Novartis, and Genentech)

« Recommendations (for qualified supplemental trials):
» Adverse Events data collection in subsets of patients

» No collection of concomitant meds or start/stop dates for Adverse Events
except by cycle

» Guidance from FDA
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What Makes LSC Unique?

Engages 39 parties as “ Safe
Harbors”
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