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2010

The year that change the face 
of HIV prevention research
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The MTN in 2011

MTN was funded in July 2006 for 7 years
We are now completing the 5th year of  
funding
We can anticipate that we will submit an 
application for continued funding next 
year
It is a good time to reflect on where we 
have been, where we are today, and 
where we are going to in the years ahead



MTN Study Updates



MTN-001
First cross-over study oral and vaginal 
preparations of tenofovir for PK and 
acceptability 
Study completed in USA, Uganda, S Africa
Data presented at CROI 2011 as a 
latebreaker
Manuscript in preparation



MTN-002
Maternal 
pharmacokinetics and 
placental transfer of 
tenofovir 1% vaginal gel 
Study completed

Pittsburgh, PA

Data presented at 
Microbicides 2010
Manuscript completed 
and under review at the 
MTN MRC
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The VOICE Study

Currently enrolling
South Africa, Zimbabwe, and Uganda
Total accrual: 3800 (80%) of 5,000 
participants enrolled
MTN-003B – Bone density substudy

Target enrollment:  329
Total accrual as of 18th March, 2011: 428
Will provide critical bridging data on bone 
toxicity in women



VOICE Related Studies

VOICE Study

Pregnancy Resistance Bone health Community
Perceptions

HIV 
Seroconverters

MTN-016 MTN-009 MTN-015 VOICE-B VOICE-C
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MTN-004
Safety and acceptability of 
SPL7013 VivaGel Gel in 
sexually active women
Study completed

Pittsburgh, PA
San Juan, PR,
Tampa, FL

Data presented at 
Microbicides 2010; provided 
data which changed the 
development pathway
Manuscript accepted by 
AIDS



MTN-005

Safety and acceptability of a non-
medicated intravaginal ring

Bronx-Lebanon, NY
Birmingham, AL
Pune, India

Study specific training ongoing; estimated 
start date Q2 2011
Will provide acceptability and safety data



RMP-02 / MTN-006

Rectal safety, 
acceptability and PK/PD 
of tenofovir 1% gel
IPCP collaboration 
Study completed

Los Angeles, CA
Pittsburgh, PA

Data presented at CROI 
2011 as latebreaker
Manuscript in 
preparation 



MTN-007

Rectal safety and 
acceptability 
tenofovir 1% gel (low 
glycerin)
Accrual 

Pittsburgh: 20/20
Birmingham: 15/20
Boston: 11/20



MTN-008

Expanded safety of tenofovir 1% gel in 
pregnancy and lactating women
Study sites

Pittsburgh, PA
Birmingham, AL

Study activated in Pittsburgh
Will fill licensing gap in 
pregnant & breastfeeding
women 



MTN-009

HIV resistance at screening for HIV prevention 
trials at MRC sites
Fully enrolled
Will provide critical data on the
background rate of ARV resistance
among HIV isolates in the
communities in Durban where
VOICE participants are 
being enrolled 



MTN-011
Post-coital PK/PD of tenofovir 
1% gel
32 couples
Sites

Cleveland, OH
Pittsburgh, PA

Protocol development 
meeting scheduled for April 
21st, 2011
Will sex change drug 
absorption?



MTN-012

Male tolerance of dapivirine gel 
Sample size: 48
Will provide critical safety
data for dapivirine phase 3
program
Study Status

Birmingham, AL: activated
Pittsburgh, PA: pending



MTN-013
Phase 1 safety and 
PK/PD of 
dapivirine/maraviroc 
intravaginal ring 
Sites

Pittsburgh, PA
Boston, MA
Birmingham. AL

Study protocol 
completed PSRC & 
regulatory review 
completed
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MTN-002  - USA



MTN-002  - South Africa



MTN-001  - USA



MTN-001  - Uganda



MTN-001  - UK



MTN-001  - Nigeria



MTN-006  - USA



MTN-006 - USA



MTN-006  - USA



MTN-006  - South Africa



Moving Forward



The MTN Research Portfolio
Expansion of rectal microbicide agenda

MTN-017
Development of peri-approval trial for tenofovir 
1% gel

MTN-018
Expansion of pregnancy agenda

MTN-019
Sustained delivery of an NNRTI ring

MTN-020
Safety data in adolescents

MTN-021



MTN-017

Phase 2 rectal 
safety study 
International sites

United States
Thailand
South Africa
Peru

Design: Crossover

Endpoints
Safety
Adherence

Self report
Objective 
measures

Acceptability
PK/PD



MTN-017 Preliminary Design

Topical RGF 
tenofovir 1% gel Washout

Oral Truvada
Washout

Oral Truvada
+ 

Topical RGF 
tenofovir 1% gel

4-6 weeks4-6 weeks 2 weeks 4-6 weeks 2 weeks

N = ~ 100 - 120
Safety and acceptability (All sites)

Objective measures of adherence (All sites)
Mucosal safety (Domestic site[s])

PK/PD (Domestic site[s]) 



MTN-018

Committed to Having Options for 
Interventions to Control the 

Epidemic: 
a Follow-up Study to MTN-003



MTN-018 – A Phase 3B Study
Phase 3B studies conducted just before or 
during regulatory filing
Provides better understanding of 
benefit/risk ratio
Safety and efficacy in real world settings

Open label study
Reduced frequency and intensity of trial 
monitoring
Introduces “choice”



MTN-018 Timelines
January 2011

Advocates’ Consultation: Johannesburg
January 17-18, 2010

Protocol Development Meeting: Durban
January 19-21, 2010

March  - May 2011
DAIDS PSRC review of MTN-018 protocol
Protocol received MO sign-off
Will be presented to DAIDS SWG in May 
2011



Draft design of MTN-018

1:1 randomization to 
f/u schedule, follow 

for up to 1 year 

Product choice if 
more than one 

successful product 
in VOICE

Screen out HIV+, 
other criteria

Former VOICE 
Participants and Non-

VOICE Cohort

Successful 
Product

Monthly Quarterly

Currently anticipate only one oral drug for this protocol. 



MTN-018 – Next Steps

• PSRC Review 15 March 2011
• Develop and finalize MTN-018
• Complete accrual in VOICE2011
• Complete f/u in VOICE
• Pre-implementation of and local 

approvals for MTN-0182012
• Announce VOICE results
• Offer MTN-018 to VOICE ppts.2013



MTN-019

Extended safety of 
tenofovir 1% gel in 
pregnancy
Stepwise progression of 
pregnancy safety data 
including second 
trimester
Concept approved for 
protocol development
Protocol development 
meeting March 2011



MTN-020

Safety and 
effectiveness study of 
dapivirine ring
Silicone elastomer 
vaginal matrix ring
Target sample size 
approximately 3,000
Concept approved
Protocol discussion at 
MTN Annual Meeting

http://www.ipmglobal.org/node/532


MTN-021
Safety and tolerability of tenofovir 1% gel in 
adolescent females
Protocol being developed in response to FDA 
request for additional safety data in this 
population
Participants will be enrolled at NICHD ATN and 
IMPAACT clinical sites
Study concept approved for protocol 
development

https://impaactgroup.org/
http://www.nichd.nih.gov/


The Extended MTN Family



MTN-001
MTN-002
MTN-003
RMP-02 / MTN-006
MTN-007
MTN-008

MTN-011
MTN-017
MTN-018
MTN-019
MTN-021

Tenofovir 1% Gel



MTN-005
Placebo ring

Preclinical 
comparative studies

MIV-150, zinc, 
Carraguard gel

MTN-017

MTN-012
Dapivirine gel

MTN-013
Dapivirine/maraviroc 
gel

MTN-020
Dapivirine ring

http://www.gatesfoundation.org/Pages/home.aspx


The National Institutes of Health

NIAID

http://www.nimh.nih.gov/
http://www.nichd.nih.gov/


Current MTN Portfolio
Phase Product (s) Route 11 12 13 14

MTN-003 2B TVD/TDF/Tenofovir O, V

MTN-005 2 Placebo ring V

MTN-007 1 Tenofovir/HEC/N-9 R

MTN-008 2 Tenofovir V

MTN-009 Resistance N/A

MTN-011 2 Tenofovir V

MTN-012 1 Dapivirine P

MTN-013 1 Dapivirine/maraviroc ring V

MTN-015/16 Seroconversion  / Pregnancy

MTN-017 2 TVD/Tenofovir O, R

MTN-018 3B TVD or TDF/Tenofovir R

MTN-019 2 Tenofovir V

MTN-020 2B/3 Dapivirine V

MTN-021 2 Tenofovir V



Meeting Highlights

Plenary sessions today and tomorrow 
morning
Special screening of “We Were Here” 
tonight from 5:00 to 6:30
Welcome reception and poster session 
highlighting work from the network lab 
from 7:00 to 9:00 PM



Enjoy the Meeting!


	Welcome & State of the Network
	2010
	The MTN in 2011
	MTN Study Updates
	MTN-001
	MTN-002
	The VOICE Study
	VOICE Related Studies
	MTN-004
	MTN-005
	RMP-02 / MTN-006
	MTN-007
	MTN-008
	MTN-009
	MTN-011
	MTN-012
	MTN-013
	2010-2011
	2010-2011
	2010-2011
	2010-2011
	2010-2011
	2010-2011
	Slide Number 24
	MTN-002  - South Africa
	Slide Number 26
	MTN-001  - Uganda
	MTN-001  - UK
	Slide Number 29
	Slide Number 30
	Slide Number 31
	Slide Number 32
	Slide Number 33
	Moving Forward
	The MTN Research Portfolio
	MTN-017
	MTN-017 Preliminary Design
	MTN-018
	MTN-018 – A Phase 3B Study
	MTN-018 Timelines
	Draft design of MTN-018
	MTN-018 – Next Steps
	MTN-019
	MTN-020
	MTN-021
	The Extended MTN Family
	Slide Number 47
	Slide Number 48
	The National Institutes of Health
	Current MTN Portfolio
	Meeting Highlights
	Enjoy the Meeting!

