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Date of Clarification Memorandum: 18 December 2017

Section 1: Summary of Clarifications and Rationale

The procedures 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-041 documentation and is effective immediately. A copy of this CM
must be retained in each study site’s Essential Documents file for MTN-041. No change in informed consent
is necessitated by or included in this CM.

This CM corrects inclusion criterion #8 in Section 5.3, Inclusion Criteria, for consistency with how this
criterion is worded throughout the rest of the protocol and consent form, and also updates the Protocol
Team Roster.

Section 2: Implementation

With the exception of updates to the protocol team roster, text to be deleted is noted below with a
strikethrough and text to be added is in bold.

1) The following revisions were made to Section 5.3, Inclusion Criteria, Inclusion criterion #8:

Identifies as the a maternal or paternal grandmother ef-a whose daughter or daughter-in-law whe is
currently or was recently (within two years) pregnant or breastfeeding

2) Protocol Team Roster — Additions:

Krishnaveni Reddy, MMedSci

Site Investigator of Record

Wits Reproductive Health and HIV Institute (Wits RHI) Research Centre
7 Esselen Street, Hillbrow

Johannesburg, 2038 South Africa

Phone: +27-83-644-6667

Fax: +27-86-210-6827

Email: kreddy@wrhi.ac.za

The above information will be incorporated into the next version of the protocol at a later time if it is
amended.
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