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Section 1:  Summary of Clarifications and Rationale  

 
The items clarified in this Clarification Memorandum (CM) have been approved 
by the NIAID Medical Officer 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/EC overseeing the study at their site 
for information.  This CM is official MTN-016 documentation and is effective 
immediately.  A copy of this CM must be retained in each study site’s Essential 
Documents file for MTN-016.  No change in informed consent is necessitated by 
or included in this CM.   
 
The primary goal for this CM is to update the Protocol Team Roster. 
 

 
Section 2:  Implementation  

 
1. The Protocol Team Roster is updated to reflect modifications to the Protocol 

Team. 
 
The following additions are made to the Protocol Team Roster: 
 
Sharavi Gandham, MS 
Statistical Research Associate 
SCHARP – FHCRC 
1100 Fairview Ave. North, Mail Stop: M2-C200 
LE-400, PO Box 19024 
Seattle, WA 98109 USA 
Phone: (206)-667-5676 
Fax: (206)-667-4378 
Email: sharavi@scharp.org  
 
 
 



 

MTN-016, CM #01 01 July 2009 2

Kathy Mngadi, MBChB, MPhil, Dip HIV Man SA, Dip Epi 
Site Investigator  
The Aurum Institute Klerksdorp, Jade Square Building 
Cnr Oliver Tambo and Margeretha Prinsloo Streets 
Klerksdorp, 2571 South Africa 
Phone: (27)-18-406-4214 
Fax: (27)-18-406-4240 
Email: kmngadi@auruminstitute.org  
 
Jayajothi Moodley, B Pharm  
Site Investigator 
South African Medical Research Council 
HIV Prevention Research Unit  
123 Jan Hofmeyer Road  
Westville 3630 South Africa 
Email: Jothi.Moodley@mrc.ac.za 
Phone: (27)-31-242-3725 
Fax: (27)-31-242-3800 
 
Karen J. O'Donnell, PhD  
Developmental Consultant/Specialist  
Center for Child and Family Health, Duke University Medical Center  
411 W. Chapel Hill Street, Suite 908  
Durham, NC 27701 USA  
Phone: (919)-491-9883  
Fax: (919)-419-9353  
Email: odonn002@mc.duke.edu  
 
Thesla Palanee, MMed Sci, PhD 
Site Investigator  
Reproductive Health and HIV Research Unit  
Tshireletso Wellness Centre 
Chris Hani Baragwanath Hospital  
Soweto, Johannesburg 2013 South Africa 
Phone: (27)-11-989-9269 
Fax: (27)-11-989-9294 
Email: tpalanee@rhru.co.za   
 
The following listings are deleted from the Protocol Team Roster: Annelies Van 
Rie and Shay Ganesh. 
 
The above information will be incorporated into the next version of the protocol at 
a later time if it is amended.  
 


