April 9, 2010
Michael Montello, Pharm.D.

Protocol and Information Office (PIO)

National Cancer Institute

Executive Plaza North Room 730

Bethesda, MD 20892
RE:
Q9403/4941L

REVISION: National Wilms Tumor Study Late Effects of Treatment in



         Wilms Tumor Survivors and Offspring

We have revised the above referenced protocol as a result of reviewing the committee and consultants section and study monitoring.
Specific changes are detailed below:

1. Title Page
Updated the NCI protocol number and the revision date on the title page.  All pages have been updated with the NCI protocol number.
2. Pages 2-3
NWTS Late Effects Study Committee and Consultants
· No longer listed is Co-Investigator Debra Friedman, MD.  Contact information was updated for Daniel Green, MD, Guilio D’Angio, MD, Vicki Huff, PhD and Michael Ritchey, MD.
3. Page 14
Section 5.0 STUDY MONITORING
· This section is now replaced with instructions regarding how the DSC will notify institutions and participants before a form is due.  Participants will have the option of completing the annual form and returning it in our business reply envelope or of completing the form on the website of SurveyMonkey.com.
4. Appendix A: MODEL CONSENT FORM UNDER 18 YEARS OF AGE
· The first sentence of the first paragraph has deleted a duplication of “by.”
· The second sentence of the third paragraph of the Family Information packet replaces “2001” with “2006” and “2006” with “2011.”
5.
Appendix A: MODEL CONSENT FORM OVER 18 YEARS OF AGE

· The second sentence of the third paragraph of the Information packet replaces “2001” with “2006” and “2006” with “2011.”

· The second sentence of the fourth paragraph of the Information packet put in a space between “years” and “we.”

· The second sentence of the fourth paragraph from the bottom has removed “child’s” since this is the consent for over 18 years of age.
I am enclosing both a redlined and a clean version of the Protocol (Q9403/COG 4941L).  Please feel free to contact me at 206-543-2035, or DSC Project Manager Patricia Norkool at 206-667-4843, should you have any questions.

Sincerely,




Norman Breslow, Ph.D.

Principal Investigator

NWTS Late Effects Study
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