No Butts About It

w/Jim Pickett
" IRMA Chair
*: Director of Advocacy,
i3

":.. .' -:r.
— B P
international | SoaR =
rectal microbicide T ' AIDS Foundation of
advocates e . y

Chicago




|l n t hi

A Condoms work

AWhy do we need
new prevention
technologies?

A Rectal Microbicides

A Research and
Advocacy

AYOU

The future is fluid




Why do we need more options, beyond latex?




What if we had a

complete HIV toolkit?

Prior to exposure

ARights-focused
behaviour change

Avoluntary counselling
and testing

ASTI screening and
treatment

Mreventive Vaccines

MPre-exposure
prophylaxis (PREP)

MMale circumcision

Point of
transmission

MMale and female
condoms and lube

AART to prevent
perinatal transmission

AClean injecting
equipment

APost-exposure
prophylaxis (PEP)

Avaginal and rectal
microbicides

KCervical barriers

]
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Treatment

Amproved
antiretroviral therapy

Areatment for
opportunistic
infections

MBasic care/nutrition

Mrevention for
positives

A ducation and
behavior change

Arherapeutic
vaccines
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.5, Depariment of Health and Human Services

National Institutes of Health

NFor this reason, NI Al D pl a
prevention tools that women can implement independently.
One such method under study is a microbicided a gel cream
or foam intended to prevent the sexual transmigsta
when applied topically inside the vagina o

Statement of Anthony S. Fauci, M.D.

Director, National Institute of Allergy and Infectious Diseases
National Institutes of Health on National Women and Girls HIV/AIDS
Awareness Day
March 10, 2009



http://www.nih.gov/news/
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HIV PREVENTION RESEARCH: A COMPREHENSIVE TIMELINE OF EFFICACY TRIAL RESULTS*

International
rectal microbicide

2007

2008

2009

2010

2011

advocates

2012+

FHI CELLULOSE SULFATE

Phase IIl trial of the vaginal
microbicide cellulose sulfate gel
for the prevention of HIV infection
in women (Nigeria)

Trial stopped early January 2007
Results announced July 2007

HSV-2 SUPPRESSION (HPTN 039)
Phase Il trial of acyclovir for the
reduction of HIV infection in high-risk,
HIV-negative, HSV-2 seropositive
individuals (Peru, South Africa, US,
Zambia, Zimbabwe)

Results announced February 2008

CONRAD CELLULOSE SULFATE
Phase Ill trial of the vaginal
microbicide cellulose sulfate gel

for the prevention of HIV infection

in women (Benin, India, South Africa,
Uganda, Zimbabwe)

Trial stopped early January 2007
Results announced July 2007

MIRA

Phase Il trial of the female dia-
phragm to prevent HIV infection in
women (South Africa, Zimbabwe)
Results announced July 2007

MALE CIRCUMCISION IN HIV-
POSITIVE MEN

Large-scale trial to evaluate the
safety of male circumcision and

its potential protective effect for
HIV-negative female partners of HIV-
positive circumcised males (Uganda)
Trial stopped enrollment and
surgeries in December 2006.
Results announced February 2008

HPTN 035

Phase II/lIb trial of the vaginal
micrabicides BufferGel and 0.5%
PRO 2000/5 gel for the prevention
of HIV infection in women (Malawi,
South Africa, Tanzania, US, Zambia,
Zimbabwe)

Results announced February 2009

CDC 4370

Phase II/lll trial of a once-daily dose
of oral TDF to prevent HIV infection in
injecting drug users (Thailand)

PROJECT UNITY

Study of different risk-reduction
interventions for HIV vaccine trials (US)
Trial completed; results expected
this year

iPrex

Phase Il trial of a once-daily dose of
oral TDF/FTC to prevent HIV infection
in high-risk men who have sex with
men (Brazil, Ecuador, Peru, South Africa,
Thailand, US)

STEP

Test-of-concept trial of Merck's
adenovirus preventive HIV vaccine
candidate (Australia, Brazil, Canada,
Dom. Rep., Haiti, Jamaica, Peru,
Puerto Rico, US)

Trial halted immunizations,
September 2007. Follow-up and
data collection continue.

PHAMBILI

Test-of-concept trial of Merck's
adenovirus preventive HIV vaccine
candidate (South Africa)

Trial halted enrollment and immu-
nizations, September 2007.
Follow-up and data collection
continue.

CARRAGUARD

Phase Ill trial of the vaginal microbi-

cide Carraguard for the prevention of
HIV infection in women (South Africa)
Results announced February 2008

PARTNERS IN PREVENTION

Phase Il trial of HSV-2 suppression
in serodiscordant couples (Botswana,
Kenya, Rwanda, South Africa,
Tanzania, Uganda, Zambia)

Trial co to be

MDP 301

Phase Ill trial of the vaginal microbi-

cide PRO 2000 for the prevention of

HIV infection in women (South Africa,
Tanzania, Uganda)

Phase Ill trial of a prime-boost
combination preventive HIV vaccine
(Thailand)

CDC 4323

Phase Il trial to test the clinical and
behavioral safety of a once-daily dose
of oral TDF among HIV-negative men
who have sex with men (US)

Px Wire: A Quarterly Update on HIV Prevention Research | Volume 2 | No.1 | January-March 2009 |

CAPRISA 004

Phase lIb trial of the vaginal microbi-
cide tenofovir gel for the prevention
of HIV infection in women (South
Africa)

CDC 4940

Phase lll trial of a once-daily dose
of TDF/FTC to prevent HIV infection
in heterosexual men and women
(Botswana)

PROJECT ACCEPT

Phase Ill trial of community
mobilization, mobile testing, same-
day results, and post-test support
for HIV (South Africa, Tanzania,
Thailand, Zimbabwe)

PARTNERS PrEP

Phase il trial to determine the
effectiveness of two different HIV
prevention strategies; once-daily oral
TDF and once-daily oral TDF/FTC in
serodiscordant heterosexual couples
(Kenya, Uganda)

HPTN 052

Phase Ill trial to determine the
effectiveness of two antiretroviral
treatment strategies in preventing
the sexual transmission of HIV in
HIV-serodiscordant couples
(Botswana, Brazil, India, Malawi,
South Africa, Thailand, US, Zimbabwe)

VACCINE

PRE-EXPOSURE PROPHYLAXIS (PrEP)

HERPES SIMPLEX VIRUS 2 (HSV-2)
TREATMENT/SUPPRESSION

MICROBICIDE

MALE CIRCUMCISION

CERVICALBARRIERMETHOD

PARTNER TREATMENT

BEHAVIORAL

TRIALCOMPLETED OR STOPPED

To view this timeline online with trial details please visit www.avac.org/timeline-website/.

* The trial end-dates listed in this table are estimates. Due to the nature of clinical trials the actual dates may
change. AVAC will continue to monitor the trials’ progress and will update the timeline accordingly.

If you have any questions or comments regarding the information presented here please email avac@avac.org.
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Who needs a rectal microbicide? [TA et




Anal intercourse (Al) |rma intemationa

; rectal microbicide
A heterosexual behavior

advocates

A Prevalence, incidence among
heterosexuals not well defined
I Varies regionally by age, population, co-
risk

- Al is relatively common globally, 517
10% in gen. pop. and up to 30-50% of
women with other HIV risks engage in

Al

A UAI* may be significant source of HIV
transmission, including regions where the
epi demic i1 s | abelled n

A Volume unprotected Al est. 7x
higher in het compared to
gay/MSM in US (conservative
estimate)

*UAI = unprotected anal intercourse



http://www.spicyparis.com/paris.html
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Anal intercourse (Al) Irma

A heterosexual behavior

7,794 HIV testing clients in Brazil i 40% Al

CSW between Durban and J o 6 b U 43% Al for clients

Pop.-based study of 2,547 N. CA women age 19to 2971 21.7%




Anal intercourse (Al irma et

. rectal microbicide
A heterosexual behavior

advocates

ale, at least one sex partner in

n sample
3 mos prior to interview

st male partner
sual, including trade
S

0% w/casual never used condom
» 85% w/main partner never used condom
Proportion engaging in Al did not vary by
race/ethnicity, age, educational level

Al = anal inter
UAI = unprotected
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A heterosexual behavior

advocates

Figure 1. Anal sex among female IDU

vated risk for
ual contact with HIV+

en due to their own
drug use, association
with high-risk drug
users, or re5|dence'
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levels of HIV |
Intervention
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transmissi

O Steady Partner O Both B Casual/Trade Partner

Community Outreach Intervention Project, S h ou I d p I
Mary Ellen Mackesy -Amiti, Ph.D. & em p h asis

Lawrence Ouellet, Ph.D.
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Perspectives on Sexual and Reproductive Health m international
September 2009 Ir a

Womenods Experiences with Anal

Motivations and Implications for STD Prevention
Emily Maynard, Alex Carballo-Diéguez, Ana Ventuneac, Theresa Exner and Kenneth Mayer

CONTEXT: Heterosexual anal intercourse is a highly efficient mode of HIV
transmission, yet little is known about the contexts in which women engage in it, or
when and with whom they use condoms. Similarly, sexuality and reproductive

health research has paid little attention to female desire and pleasure-seeking.

METHODS: In-depth interviews were conducted in Boston in 2006 with 28 women who reported having had unprotected anal
intercourse in the last year with a man who was HIV-positive or whose serostatus was unknown. Sexual scripting theory guided
analyses of their experiences with and motivations to practice anal intercourse.

RESULTS: Participants engaged in anal intercourse for a wide variety
of reasons: to experience physical pleasure, enhance emotional
Intimacy, please their male partners or avoid violence. Male
partners usually initiated anal sex. Anal intercourse often occurred
In the context of vaginal and oral sex. Among reasons women cited
for not using condoms were familiarity with their partner and
feeling that condoms made anal sex less pleasurable. Knowledge
of HIV and STD risks did not appear to encourage condom use.

CONCLUSIONS: Women who perceive condom use during anal sex as limiting their pleasure or intimacy may be at increased risk
for acquiring HIV. Consequently, interventions to promote safer anal intercourse must find a way to increase the use of barrier
methods without decreasing pleasure or perceived intimacy between sexual partners.
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A homosexual behavior advocates

A Gay and MSM still make up the bulk of HIV infections in
the West, Latin America, S. America.
Africa? Developing world?

A Among U.S. gay and MSM, most report Al: 76-90%.
A U.K.: 48.8% UAI

A U.S.: 48-54% UAI

A STD rates confirm high prev UAI

A Higher prevalence of HIV compared to heterosexual pop
= more risk/act UAI

A *9% of MSM in 2006 received any type of prev (global,
UNAIDS)




