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Other:

IRB review and approval of this update is required within 90 days.
Expedited IRB review is allowed. Sites should follow their local IRB guidelines.

REVISONS/AMENDMENTS:

Section 6.2 (Data Submission, page 11):
A second sentence has been added to the section: “This study will use NCI Common

Terminology Criteria for Adverse Events (CTCAE) version 3.0 for routine toxicity reporting on
study forms.”

Replacement pages include cover page (page 1) and page 11.
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