CCCWFU CCOP RESEARCH BASE
PROTOCOL AMENDMENT CHANGE FORM

Study Title: A Randomized Study to Determine whether ArginMax Improves the Sexual Function and
Quality of Life in Female Cancer Survivors

Protocol #: 97106 Date of Submission to IRB: 4/3/008
IRB Number: 00001487 IRB Approval Date: 4/3/08
Principal Investigator: Dr. Kathryn Greven Protocol Amendment # 7

Brief description of each change in the study protocol and rational. (Additional pages may be used as needed):

Header: added “Amendment #7”,

Page ii: Added “Amend #7”

Schema: Required Sample Size changed to read “An additional 39 minority patients will be accrued.”

Schema: Eligibility: Added “4. Must be minority (non-white) female.”

Page 4: Added “3.1.11 Must be minority (non-white) female. *
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Page 11: Section 12.1 Clarified Data Management Center mailing address

Consent Form Changes

Brief description of each change in the consent form and rational.

1. none

2.
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