To:
Kenneth Kratz, PhD


IRB, Chairman

From:
XXXX XXXXXX



Xxxx  Xxxxxx, MD


Regulatory Coordinator


Principal Investigator

Date:
22 September 2006

Re:
Amendment #2, ICF Revisions-Main/Tissue (09-22-03), Inclusion of new ICF – Pharmacogenetic (09-22-03)
IRB # 5636, Title:   
________________________________________________________________________

Enclosed please find Amendment #2 for the above protocol.  This amendment mandates substantive changes to the investigation.  A summary of changes has been included for your review.

Amendment #2 also implemented several changes to the consent forms.  The following is a listing of revised sections for each consent:

Main Consent

1. Header: The header was changed to reflect the new amendment #, addition of another consent, consent revision, and protocol version date.

2. Title: The title was revised to reflect the change in the treatment cycle schedule of paclitaxel and the identification that the study is a phase III trial.

3. Section 4: Paragraph 4-Treatment schedule for each drug was revised to 8 weeks for standard chemotherapy and 12 weeks for CA or paclitaxel; Paragraph 5 – This paragraph is new; Paragraph 6 – The treatment schedule of CA has been changed to 12 weeks.

4. Section 5: The schema and description of the treatment groups have been changed to reflect the revision of the drug schedule; Page 4 – A segment has been incorporated regarding the use of G-CSF and how it is to be administered.

5. Section 7: Pages 6/7 – The side effects of G-CSF have been included.
6. Section 12: A brief description of CTSU has been provided.

7. HIPAA – The new title has been implemented in the form.

Tissue Consent

1. Header: The header was changed to reflect the new amendment #, addition of another consent, consent revision, and protocol version date.
2. Title: The title was revised to reflect the change in the treatment cycle schedule of paclitaxel and the identification that the study is a phase III trial.

Pharmacogenetic Consent

This is a new consent mandated by Amendment #2.






