Wake Forest University School of Medicine Institutional Review Board
Protocol Amendment Request Form

Study Title: A Phase Il Study of Single Agent Depsipeptide (FK228) in Recurrent, Platinum
Sensitive Adeno-Carcinoma of the Ovary or Peritoneum

IRB Number: BG04-267 Date of submission to IRB:
Principal Investigator: Brigitte Miller, MD
Name
SIGNATURE:
Protocol Amendment - Amendment #7 CC: Megan Whelen, Protocol Info. Office, PP2, Suite 401

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

1. page iii: added “Amendment #7 to bottom of page; changed NCI date to “1/6/05”
2. Close protocol to accrual per NCI, due to slow accrual.

Consent Form Changes

Give a brief description of each changes in the consent form and rational. Provide one copy of the consent form
with the changes red lined and two clean copies of the revised consent form for IRB approval stamp.

1. None.

2.

3.

4,

5.
Amendment requests for approved protocols and consent forms may be submitted at any time. All amendments must be reviewed at
a convened meeting by Full Board review.

Effective: 9/1/01 lofl
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