National Cancer Institute
12th Meeting of the
CLINICAL TRIALS AND TRANSLATIONAL RESEARCH ADVISORY COMMITTEE
Building 31, C Wing, 6" Floor, Conference Room 10
9000 Rockville Pike
Bethesda, Maryland
Wednesday, December 15, 2010 - OPEN

9:00 a.m. —9:20 a.m.

I.  Call to Order, Opening Remarks and NCI Update Dr. Doroshow

= Consideration of September 21, 2010 Meeting Summary
= Confirmed Future Meeting Dates:

March 3, 2011 Thursday

July 13, 2011 Wednesday
November 9, 2011 Wednesday
March 7, 2012 Wednesday
July 11, 2012 Wednesday

November 7, 2012 Wednesday

9:20a.m. —9:35a.m.

Il.  Legislative Update Ms. Erickson

9:35a.m.—10:15 a.m.

I1l. National Lung Screening Trial (NLST) Dr. Berg

10:15a.m. — 10:45 a.m.

IV. Clinical Trials Activation Timelines: OEWG Dr. Doroshow
Implementation Update Mr. Friedman

10:45a.m. —-12:15 p.m.

V. Transforming NCI’s Clinical Trials System Dr. Doroshow



12:15 p.m. —-1:00 p.m.

LUNCH BREAK

1:00 p.m. —1:30 p.m.

VI. Clinical Trials.gov: Basic Results and Outcome Reporting

1:30 p.m. —2:00 p.m.

VII. NCI’s Clinical Trials Reporting Program Implementation Update

2:00 p.m. —2:30 p.m.

VIII. Implementation of the Recommendations of the CTAC Guidelines
Harmonization Working Group Report

2:30 p.m. —3:15 p.m.

IX. Analysis of the Utilization of the Standard Terms of Agreement
for Research Trial (START) Clauses

3:15 p.m. —3:45 p.m.

X. Biomarker, Imaging, Quality of Life Studies Funding
Program (BIQSFP) Annual Update

3:45 p.m. —4:00 p.m.

XI1. New Business and Announcements

4:00 p.m.
ADJOURNMENT
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