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Clarification Memo Date: 5 August 2016
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 overseeing the study at
their site for information. This CM is official MTN-025 documentation and is effective immediately. A
copy of this CM must be retained in each study site’s Essential Documents file for MTN-025. No change
in informed consent is necessitated by or included in this CM.

This document clarifies language regarding the insertion of one study vaginal ring at the Enrollment Visit,
and adds language to the laboratory section for consistency with other protocol and consent language
regarding hair specimen collection. Additionally, this document updates the location of DAIDS laboratory
policy and guidance documentation, and 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.) Section 7.3, Enrollment Visit (Day 0): Table 6, Enroliment Visit has been modified to correct the
omission of an asterisk indicating that the insertion of one study vaginal ring at the Enrollment
Visit is an “if indicated” procedure, see bolded text below:

Table 6: Enrollment Visit

Offer condoms

Provision of study VR use instructions*

Offer and, if accepted, provide study VR(S)
Insertion of one study VR*

Digital exam by clinician to check VR placement*

Study Product/Supplies

2.) Section 7.11, Laboratory Evaluations, has been modified to add language at the end of the
section regarding hair collection for consistency with similar language elsewhere in the protocol
and consent forms.

IPM or MTN Designated Laboratoriesy:
e Study Product- Vaginal Ring
— Adherence assessment(s)
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e Hair for biomarkers and archive

3.) Section 7.13, Specimen Collection and Processing, has been modified to update the URL where
the current DAIDS standards of good clinical laboratory practice can be found.

Each study site will adhere to the standards of good clinical laboratory practice

aluda ala ViaYaWila arinin aVa' a aYada N-pub ala a N-\Wah/nai/o D-Wepb-bg

(https://www.niaid.nih.gov/LabsAndResources/resources/DAIDSClinRsrch/Documents/qgcl
p.pdf)

4.) Section 7.14, Specimen Handling, has been modified to update the URL where the current
DAIDS Laboratory Policy can be found.

Specimens will be handled in accordance with current requirements for DAIDS Sponsored and/or
Funded Laboratories in Clinical Trials-
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.aspx)

5.) Protocol Team Roster-Updates:

a) Gonasagrie Nair will be Site Investigator of Record for the Cape Town Emavundleni CRS
instead of the CAPRISA eThekwini CRS.

b) Logashvari Naidoo will be Site Investigator of Record for the MRC-Chatsworth CRS
instead of the MRC-Tongaat CRS.

c) Zip codes for all US NIH protocol team roster members changed from 20892 to 20852.

d) Addresses for all MTN LOC — FHI 360 protocol team roster members edited to add FHI
360 and remove P.O. Box 21059.

e) Ashley Mayo’s title changed to Sr. Clinical Research Manager.

f)  MRC CTU Site Investigator titles for Zakir Gaffoor, Nitesha Jeenarain and Samantha Siva
changed to CRS Leader.

6.) Protocol Team Roster- Removals: Danielle Crida, Newton Kumwenda, Jeffrey Stringer,
Vaneshree Govender, Beth Galaska, Kailazarid Gomez, and Fatima Glyn Zulu.

7.) Protocol Team Roster- Additions:

Arendevi Pather, BPharm Bomkazi Tutshana, BA

CRS Leader (Isipingo) CRS Leader (Tongaat)

MRC- HIV Prevention Research Unit MRC- HIV Prevention Research Unit
P.O. Box 70380 P.O. Box 70380

Overport 4067 Overport 4067

KwaZulu-Natal, South Africa KwaZulu-Natal, South Africa

Phone: +27 31 242 3600 Phone: +27 31 242 3600

Fax: +27 31 242 3800 Fax: +27 31 242 3800

Email: arendevi.pather@mrc.ac.za Email: Bomkazi.Tutshana@mrc.ac.za
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http://apps.who.int/tdr/publications/tdr-research-publications/gclp-web/pdf/gclp-web.pdf
https://www.niaid.nih.gov/LabsAndResources/resources/DAIDSClinRsrch/Documents/gclp.pdf
https://www.niaid.nih.gov/LabsAndResources/resources/DAIDSClinRsrch/Documents/gclp.pdf
http://www.niaid.nih.gov/labsandresources/resources/daidsclinrsrch/documents/labpolicy.pdf
https://www.niaid.nih.gov/labsandresources/resources/daidsclinrsrch/Pages/Laboratories.aspx
https://www.niaid.nih.gov/labsandresources/resources/daidsclinrsrch/Pages/Laboratories.aspx
mailto:arendevi.pather@mrc.ac.za
mailto:Bomkazi.Tutshana@mrc.ac.za

Anamika Premrajh, MBChB

Site Investigator of Record (Verulam, Tongaat)
MRC- HIV Prevention Research Unit

P.0O. Box 70380

Overport 4067

KwaZulu-Natal, South Africa

Phone: +27 31 242 3600

Fax: +27 31 242 3800

Email: anamika.premrajn@mrc.ac.za

Nishanta Singh, MBChB

Site Investigator of Record (Isipingo)
MRC- HIV Prevention Research Unit
P.O. Box 70380

Overport 4067

KwaZulu-Natal, South Africa

Phone: +27 31 242 3600

Fax: +27 31 242 3800

Email: nishanta.singh@mrc.ac.za

Leila Mansoor, B.Pharm, PhD
Site Investigator of Record
eThekwini CRS

3 Richards Road

Durban 4001 South Africa
Phone: 27-31-260-4641

Fax: 27-31-260-4549

Email: leila.mansoor@-caprisa.org

Luis Duran, DrPH, MPIA
Protocol & Regulatory Specialist
Microbicide Trials Network

204 Craft Avenue

Pittsburgh, PA 15213 USA

Phone: 412-641-8539

Fax: 412-641-6170

Email: duranl2@mwri.magee.edu

Ivan Balan, PhD

BRWG Representative

HIV Center for Clinical & Behavioral Studies
New York State Psychiatric Institute

1051 Riverside Drive, Unit 15

New York, NY 10032 USA

Phone: 646-774-6936

Fax: 212-543-6003

Email: balaniv@nyspi.columbia.edu

Vimla Naicker, MBChB

Site Investigator of Record (Botha’s Hill)
MRC- HIV Prevention Research Unit

P.O. Box 70380

Overport 4067

KwaZulu-Natal, South Africa

Phone: +27 31 242 3600

Fax: +27 31 242 3800

Email: vimla.naicker@mrc.ac.za

Sufia Dadabhai, MHS, PhD

Site Investigator, CRS Leader

Johns Hopkins University Research Project
Chipatala Avenue

P.O. Box 1131

Blantyre, Malawi

Phone: 265-1875-129

Fax: 265-1870-132

Email: sufia@jhu.edu

Morgan Garcia, MPH
Clinical Research Manager
FHI 360

359 Blackwell St., Suite 200
Durham, NC 27703 USA
Phone: 919-544-7040 x11367
Fax: 919-544-0207

Email: mgarcia@fhi360.org

Ellen Conser, MA

Protocol & Regulatory Specialist
Microbicide Trials Network

204 Craft Avenue

Pittsburgh, PA 15213 USA

Phone: 412-641-2282

Fax: 412-641-6170

Email: consere@mwri.magee.edu

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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