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Section 1: Summary of Clarifications and Rationale

The procedures clarified in this Clarification Memorandum (CM) have been approved by
the NIAID Medical Officers and are to be implemented immediately upon issuance. IRB
approval of this CM is not required by the sponsor; however, investigators may submit
the CM to the IRB overseeing the study at their site for information. This CM is official
MTN-015 documentation. It is effective immediately. A copy of this CM must be
retained in each study site’s Essential Documents file for MTN-015. No change in
informed consent is necessitated or included in this CM.

The goal of this CM is to provide an updated Protocol Team Roster, and an up-to-date
listing of Sites, Site Investigators, and Site Laboratories.

Section 2: Implementation
Text to be deleted is noted by strikethreugh and text to be added is noted below in bold.

1. The Protocol Team Roster is modified to reflect current Protocol Team members and
contact information.

Roberta Black, PhD Katherine Bunge, MD

BAIDS Fepicat-Microbicides Feam-LeaderResearch Branch MTN Safety Physician

Chief Microbicide Trials Network

National Institute of Allergy and Infectious Diseases, Division MWH of UPMC

of AIDS Department of OB/GYN/RS

6700 B Rockledge Drive, Room 5135 300 Halket St.

Bethesda, MD 20817 USA Pittsburgh, PA 15213 USA

T: 301-496-8199 T: 412-917-9936 (pager)

F: 301-402-3684 F: 412-641-6170

rblack@niaid.nih.gov kbunge@mail.magee.edu

Zvavahera-Michael-Chirenje-MB-MCROG MuzalaKapina Margaret Kasaro, MBChB

Co-lnvestigator Co-Investigator

HZ-UCSE Collaborative Research-Programme Centre for Infectious Disease Research in Zambia

15-Phillips-Avenue P.O. Box 34681

Belgravia Plot 5977

HarareZimbabwe Benakale Road

F:-263-4-704920 Lusaka, Zambia

F:—263-4-704897 T: 260-260-95-599 4834

chirenje@uz-uct.cozw F: 260-1-293-766
margaret.kasaro@cidrz.org
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Lisa Levy, MPH

Prevention Research Specialist

Family Health International

PO Box 13950

Research Triangle Park, NC 27709 USA
T: 919-544-7040 Ext. 11260

F: 919-544-0207

llevy@fhi.or

Ross D. Cranston MD FRCP

MTN Safety Physician

Division of Infectious Disease
University of Pittsburgh Medical Center
Falk Medical Building, Suite 611

3601 Fifth Avenue

Pittsburgh, PA 15213 USA

T: 412-647-4007

F: 412-647-5519
cranstonr@dom.pitt.edu

Edward Livant, BSMT (ASCP), MPH
MTN Research Manager
Microbicide Trials Network

204 Craft Avenue, Room A534
Pittsburgh, PA 15213 USA

T: 412-641-3772

F: 412-641-5290

livantew @upmc.edu

Charlene S. Dezzutti, PhD

MTN Network Laboratory Director
Microbicide Trials Network

204 Craft Avenue

Pittsburgh, PA 15213 USA

T: 412-641-3462

F: 412-641-6170

dezzuttics@upmc.edu

David Humiston

Protocol Specialist
Microbicide Trials Network
204 Craft Avenue

Pittsburgh, PA 15213 USA

T: 412-641-5579

F: 412-641-6170
humistondw@mail.magee.edu

Felix Muhlanga, MBChB, MMED
Co-Investigator

University of Zimbabwe
College of Health Sciences
P.O. Box A178

Avondale, Harare, Zimbabwe

T: Not available

F: Not available
felixmhla@yahoo.com
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GitaRamjeeMSePRD Rhonda White, R.H. Ed

Co-lnvestigator Community Program Manager
South-African-Medical Research-Council Family Health International
HAPreventon-Research-Unit P.O. Box 13950
P-O-Box-70380-Overport Research Triangle Park, NC 27709 USA
Burbantwazula-Natal 4067 T: 919-544-7040 Ext. 11515
Seuth-Africa F: 919-544-0207

F27-31-242-3631 rwhite@fhi.org

F27-31-242-3806

2. The list of Site Investigators (Appendix Il) is removed from the protocol and replaced
with content directing the reader to the MTN website for an up-to-date list.

APPENDIX II: SITES AND SITE INVESTIGATORS

For a current list of Site Investigators please go to http://www.mtnstopshiv.org/.

MTN-015 Clarification Memo #02 21 August 2008


mailto:ramjeeg@mrc.ac.za
mailto:rwhite@fhi.org
http://www.mtnstopshiv.org/

3. The list of Site Laboratories (Appendix IIl) is removed from the protocol and replaced
with content directing the reader to the MTN website for an up-to-date list.

APPENDIX Ill: SITE LABORATORIES

For a current list of Site Laboratories please go to http://www.mtnstopshiv.org/.
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