WAKE FOREST

HEALTH SCIENCES

Office of Research

INSTITUTIONAL REVIEW BOARD
MEMORANDUM

To: Kevin High, M.D.
Int Med-Infectious Disease
From: Vice Chair, Institutional Review Board
Date: 10/28/2008
Subject: Human Protocol: IRB00006819

A Phase |1l 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.

Amendment 3 for IRB Study #IRB00006819

Study Documents:

Protocol Version: 98308 Cold-fx Am 3 - Clean; Informed Consent Version: Amend 3 - Consent clean
(approved); Investigator's Brochure: Investigator Brochure - Cold-Fx; Advertisements: 98308 WFU
Recruitment Letter

The amendments listed below have been approved in accordance with HHS regulations for the protection
of human research subjects that provides for the expedited review and approval of minor changes in
previously approved research [45 CFR 46.110(b)(2)]. This action of the Board does not extend the term of
approval for this protocol.

The amendment includes the following:

e Consent Change: Indication of additional testing at week 4 and 10 previously inadvertently
excluded; inclusion of $50 compensation in the form of a gift certificate after baseline visit.

e Provision of recruitment letter.

[ ]

This IRB is in compliance with the requirements of Part 56, 21 Code of Federal Regulations published as of
April 1994 and Part 46, Subpart A of 45 CFR published January 26, 1981.
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Scott Rushing

Medical Center Boulevard, Winston-Salem, NC 27157-1023 (336) 716-4542 / fax (336) 716-4480



