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Site Instruction and Implementation

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 overseeing the study at their site for information. This CM is official MTN-011
documentation and is effective immediately. A copy of this CM must be retained in the study site’s Essential Documents
file for MTN-011. No change in informed consent is necessitated by or included in this CM.

Summary of Revisions

The purpose of this CM is to update the protocol team roster and to clarify the timing of product dispensation and
instructions at Visit 5 (Group 2) to ensure protocol consistency.

Except for modifications to the Protocol Team Roster, text to be deleted is noted by strikethrough and text to be added is

noted below in bold.

Implementation

1. Contact information for the following individual has been updated in the Protocol Team Roster:

Ariane van der Straten, PhD, MPH

BRWG Representative

RTI International

351 California Street, Suite 500
San Francisco, CA 94104 USA
Phone: 415-848-1324

Fax: 415-848-1330
Email: ariane@rti.org

2. In order to maintain consistency with Section 6.0, Section 7.5, Group 2 (Multiple Dose Cohort) — Enrollment and Study
Follow-up, Table 14, Group 2- Visit 3b: Post-Coital Sampling, Visit 5: Sampling, Visit 7b: Post-Coital Sampling and
Appendix Il, Schedule of Study Visits and Evaluations: Group 2, have been revised to allow for the provision of study
product and study product use instructions at Visit 5.

Table 1: Group 2- Visit 3b: Post-Coital Sampling, Visit 5: Sampling, Visit 7b: Post-Coital Sampling

Group 2- Visit 3b: Post-Coital Sampling, Visit 5: Sampling, Visit 7b: Post-Coital Sampling

Group 2

Component

Female Participants

Study Product Supply

Provision of study product ¢
Study product use instructions ¢

0= Visit 5 only
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APPENDIX Il: SCHEDULE OF STUDY VISITS AND EVALUATIONS: GROUP 2

Visit 1 Visit 2 Visit 3a Visit 3b Visit 4 Visit 5 Visit 6 Visit 7a Visit 7b Visit 8 Visit 9

Study Product

Provision of study X X X X X X
product

Study product use X

instructions X X X X X

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