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SC Representatives

Bladder SPORE - 1

Community Medical Oncologists - 2
Community Radiation Oncologist - 1
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Cooperative Group Affiliations

Twenty four members list memberships in
one or more Cooperative Groups:

ACRIN

CALGB

ECOG

NSABP (community oncology member)
NCIC

RTOG

Syele



Timeline

February 2008 - Intergroup Transition Meeting
August 2008 - First Concept Reviewed
February 2009 - Prostate TF Formed

February 2009 - Face to Face at GU ASCO

Summer 2009 - Renal and Bladder TFs Forming



Concepts

Evaluated - 6

 Approved - 2
e Revise and Resubmit - 1
 Disapprove -1

* |In progress - 2



Approved Concepts

RTOG 0815-A Phase lll Prospective Randomized Trial of
Dose-Escalated Radiotherapy With or Without Short-Term
Androgen Deprivation Therapy for Patients With
Intermediate-Risk Prostate Cancer

Localized prostatic adenocarcinoma at intermediate risk for
recurrence as determined by harboring one or more of the
following intermediate-risk features: Gleason Score 7; PSA >10,
<20; T-Stage T2b-T2c. Patients harboring all three of these risk
factors who also have 2 50% of their biopsy cores positive will
be ineligible for this trial.



RTOG 0815-A
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Intermediate risk factors: Gleason Score 7; PSA >10, <20; FStage T2b-T2c. *Patients
with all three intermediate risk factors and 2 50% of their sampled biopsy cores
involved will not be eligible for this study.




Approved Concepts

CALGB-90802 Randomized Phase Ill Trial Comparing
Everolimus Plus Placebo versus Everolimus Plus
Bevacizumab for Advanced Renal Cell Carcinoma
Progressing After Treatment with Tyrosine Kinase

Inhibitors

Metastatic clear cell renal carcinoma who have had progressed on at
least 1 prior VEGFR TKI therapies (no prior VEGFR binding agents or
MTOR inhibitors allowed). Adequate organ function and ECOG PS 0-
2 required.



CALGB-90802
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Prostate Task Force

Formed January 2008

Interacts with the IDSC and Investigational Drug
Branch; Providing advice on several prostate
specific agents

Establishing a working group to develop a
Clinical Trials Planning Meeting submission

CRF Harmonization Working Group
- Has met twice
- Inventorying group’s CRF
- Working with CaBIG



sSuccesses

Established Steering Committee and Operating
Procedures

Initiated Concept Reviews

Created Prostate Cancer Task Force

Developed Reconciliation Procedure

Started New Drug CTEP/Industry Advisory Process
Arrived at Consensus Expectations

Androgen Receptor Targeting

Multiple new therapies in prostate and renal cancers



Challenges

 Intergroup cooperativeness

« Cooperative Group confidence In
grant review expectations



New Clinical Research
Opportunities in GU Oncology

« Androgen Receptor Targeting

 Multiple new therapies In
prostate and renal cancers



Goals for Upcoming Year

 Organize clinical trial planning
meeting targeting the androgen
receptor

e Create renal and bladder task
forces
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