CCCWFU CCOP RESEARCH BASE
PROTOCOL AMENDMENT CHANGE FORM

Study Title: A Phase Ill Randomized, Double-Blind, Placebo Controlled Trial of North American
Ginseng Extract (CVT-E002; COLD-fX®) to Prevent Respiratory Infection and Reduce Antibiotic Use in
Patients with Chronic Lymphocytic Leukemia

Protocol # 98308 Date of Submission to IRB: 10/21/08
IRB Number: 00006819 IRB Approval Date: 10/28/08
Principal Investigator: Kevin High Protocol Amendment # 3

Pl Signature: RB PIO Fax #: 716-6275

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

1. Changed Amendment #2 to Amendment #3 in header.

N

. Section 8.1: Second line changed “yellow” to “gold”

w

. Section 8.2: Added “CTSU Participants....Appendix 8.

N

. Appendix 2, Page 3 # 25: Added “ginseng” after herbal

5. Appendix 8: Added “Specimen Kit.....for CTSU Sites” to bulleted list.

6. Appendix 8, Special Materials or Substudies: Added “Protocol Pilot Phase Specimen Collection section.
7.

8.

Consent Form Changes

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

1. Changed Update # 2 to #3 in the header. Footer version changed to 4

2. Page 2: Added “4 week and 10 week” to “Immune function testing....end of study.” paragraph
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