





people living with AIDS. Its advocacy, or
lack thereof, can mean that it is sometimes
perceived—especially in-country—as
biased or indifferent toward competing
health priorities. UNAIDS and WHO both
sometimes play important and underappre-
ciated behind-the-scenes roles with respect
to new technologies, for example, by
supporting countries to incorporate new
innovations into Global Fund applications
or by helping design national programs
and monitoring approaches.

Several people noted that the tool
UNAIDS developed to model the impact
and cost effectiveness of male circumcision
in different epidemics was important to
gaining attention and support among

key policy makers and donors, and they
suggested that its adaptation for PrEP or
other new prevention approaches be made

a priority.

Conclusion

If PrEP proves effective for HIV prevention,
male circumcision and PrEP together
have the potential to transform existing
prevention paradigms. WHO and
UNAIDS need to combine their strengths
to provide leadership and coordination
so that the world is ready to work with
results from ongoing PrEP trials.

As next steps, these agencies should:

* Form a joint PrEP working group
drawing on experiences with male
circumcision. This group must provide
a structure to respond to and synthesize
new data and information as they
emerge. There are some nascent efforts
to form a PrEP working group within
WHO and an ongoing need to ensure
transparency and true collaboration
with UNAIDS.
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* Take leadership in identifying key
implementation questions that will
not be answered in the trials.

* Work to identify lead agencies, people,
and resources—either within or outside
the UN system—to start answering the
outstanding questions.

* Articulate and build consensus around
real community- and program-based
plans for HIV testing in varied
populations.

* Lead in scenario planning and
consensus building among diverse
constituencies.

* Adapt the UNAIDS “decision maker”
tool developed for male circumcision
to help policy makers consider the
possible implications of PrEP.

* Coordinate interagency leadership—
in the UN system and elsewhere—to
develop and champion an integrated
prevention program with a vision about
prevention overall.

Issue guidance on best practices for
delivering integrated packages of
prevention care and treatment tailored
to different epidemiological scenarios.
These should incorporate new prevention
approaches like male circumcision or
PrEP, rather than focusing on each

new approach alone. %
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Te queremos—hut are we ready?

Taking the next step with HIV prevention research and gay men
in the developing world

The first efficacy data from pre-exposure prophylaxis (PrEP) trials are expected to come from
studies involving gay men and other men who have sex with men (MSM), including the ongoing
iPrEx study. These data will come at a moment of increasing attention to the global AIDS epidemic
in gay men. In Africa, Asia, and Latin America, HIV prevalence rates of more than 10% are routinely
found among men reporting sex with other men.” These rates are also found in some communities
of color in the United States. In sub-Saharan Africa, even in countries with generalized heterosexual
epidemics, at least one in 20 new HIV infections may be due to male-male sex, and MSM are nearly
four times more likely to be HIV-positive than the general adult population.®

This context cannot be ignored in preparations for potential results from PrEP trials. The needs,
priorities, and concerns of gay men and other MSM may get addressed by normative agencies
(see page 59), but then again, that 20 years into this epidemic, we need to be reminded to

pay attention to gay men suggests that nothing should be taken for granted. The question is:

Is the world ready to deliverto gay men if there’s a result from prevention services is a prime example
a new biomedical prevention trial tested in gay men? of how good data are just the beginning

of building good programs. Countries,

. . . communities, and normative agencies must
There is a need to think specifically about .
. . . act to ensure that the world is ready to
what success in the iPrEx PrEP trial could . .. . .
. deliver on a positive PrEP result if there is
and should mean for gay men in the . .
) , o one in gay men—and to deliver on other
developing world. That’s not to dismiss or .
o . prevention for gay men, whether the PrEP
minimize the issues, needs, and strengths ] L.
o result is good, bad, or indifferent.

of the communities of gay men and other

MSM in th 1 ld—includi
hs U;n; ¢ del\./e opeddFj/vor d ;nc uding Where should this work begin? It helps to
the - u.stra 14 an ) urope. .tlgrfla’. look at what has been achieved by trial sites
provider bias, and persistently high inci- . . . . ..
d in th ) - in countries with homophobic policies
R enc}? ex1'st mnt e,se sfettmgs, too. .ﬁowielver, and/or cultures. iPrEx builds on a rich and
or this plCC-C,- we. re focusiig spea caly valuable history of collaborations involving
on communities in the developing world. ..
gay male communities and research teams

. . . working on AIDS vaccines, behavioral
The ongoing work to incorporate medical . .
. o o prevention and other issues. These collabo-
male circumcision, with its host of culture- . L. .
T . rations have shown that it is possible to
and gender-specific issues, into HIV . . . .
recruit and retain gay men in countries

7 Baral S, et al. Elevated Risk for HIV Infection among Men Who Have Sex with Men in Low-and Middle-Income Countries 2000—-2006:
A Systematic Review. PLOS Medicine, 2007

8 Gouws E, et al. Short term estimates of adult HIV incidence by mode of transmission: Kenya and Thailand as examples. Sex Transm Infect.
2006;82 Suppl 3:iii51-iii55.



where homosexual identity and behavior is
highly stigmatized and even criminalized.

One of the simplest, yet most radical acts
of the research teams is creating safe and
respectful spaces that validate gay men’s
rights to health and dignity. In turn, gay
men, as advocates for new HIV prevention
options, have validated the need for
additional strategies and helped advance
the research agenda.

“Ie queremos”is the tagline for a video

the iPrEx trial produced that shows lab
personnel, recruiters, principal investigators,
counselors, and outreach workers looking
straight at the camera and pronouncing,
“We care about you” to the trial’s gay
volunteers. It’s a powerful statement that
gay men’s lives matter.

Reports from the field suggest that

work like this is having ripple effects.

In Ecuador, for example, gay staff at the
community-based, non-profit Fundaciéon
Equidad say that the launch of PrEP
studies marked a turning point in their
efforts to draw attention to critical issues
facing the community. Community groups
are increasingly being considered “serious
about public health issues and willing

to actively contribute to stop the HIV
pandemic,” said one staff member.
Others say that they think iPrEx has made
it easier for sexual diversity and respect
for homosexual lifestyles to be discussed
in public meetings and reported in inter-
views with journalists. These are steps in
the right direction—although there’s still
a long way to halt stigma, violence, and
discrimination against sexual minorities."
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Research helps validate gay men’s lives
and create safe and respectful spaces for
health care.

What’s the next step?

Researchers often rightly point out that
they can’t change the entire human rights
context in the countries they're working
in. Nonetheless, research teams initiate
dialogue with local government leaders
and health programmers about results of
research that can inform policy. Evidence
from research studies can counter
developing country views that programs
for gay men and other MSM should not
be a priority. It’s also important, where
possible, to partner with established and
emerging groups representing gay men
and other sexual minorities because these
groups can provide additional support

to volunteers, provide social context for
clinical trial goals, and advocate implemen-
tation of research findings.

A finding of benefit from PrEP or any
other prevention trial in gay men and
other MSM will have implications for
communities that participated and those
that are farther afield. Research sites

can help meet post-trial access commit-
ments, if the results warrant this. It is also
incumbent on normative agencies and
governments in other countries to evaluate
the relevance of this research. These
processes should include gay male

researchers and community leaders.

Research projects have also shown it is
possible to provide platforms for emerging
gay male leaders to advocate for and
represent themselves. At the HIV

9 Based on conversations with AIDS advocate Orlando Montoya, Fundacion Equidad leader.

10 Experiences with these issues were reported by community members and researchers in an AVAC-convened meeting on Latin American
HIV prevention research and advocacy at the 2008 International AIDS Conference in Mexico City.
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“Only 21 % of men have ever been tested for HIV and received
the results, compared to almost half of women. This is most likely
because half of women who gave birth in the £ years before the
survey were offered and accepted an HIV test during antenatal care.”"
Ukraine

J

Prevention Research Stakeholders’ meeting
last December in Mombasa, convened by
the Kenya Medical Research Institute with
support from AVAC, a slender young man
introduced himself as a local Community
Advisory Board (CAB) member. He
explained the importance of recognizing
gay men’s risk—a bold and, in its own way,
seismic shift for a region of the world

where homosexuality is criminalized.

That CAB member is one of the MSM
participating in a research study that’s
been developed by IAVI and Kenyan
collaborators. This innovative project

is one of several taking place along the
Kenyan coast, from Mombasa to Malindi.
Researchers recruiting for potential HIV
prevention studies have enrolled both
men and women reporting receptive anal
intercourse (RAI), characterized potential
cohorts of MSM, and documented high
HIV prevalence among more than 300
men, particularly among men reporting

recent RAI or sex exclusively with other

men.'?"*!* These data have provided the
basis for calls to expand HIV prevention
research with these men, along with
advocacy for improved sexual health
screening, improved medical services,
and targeted risk-reduction interventions.

Acknowledging that safety and confidenti-
ality are of utmost importance, research
projects should also follow the principles
of the Good Participatory Practice Guidelines
for Biomedical HIV Prevention Trials
(downloadable at www.avac.org/gpp. htm)

to make gay men partners in the research
process. This means inclusion in community
advisory mechanisms, protocol review
efforts, and public forums. It also means
listening to gay men’s priorities and
questions and addressing them, where
possible, in the research process.

Gay men and other MSM have become
active partners in prevention research by
raising their voices and sharing their
advocacy skills.

What’s the next step?

In the partnerships that have emerged

at research sites, gay men act as peer
educators, CAB members, researchers, and
experts on HIV prevention in their own
communities. (In many settings this has to
be balanced with site preparedness to deal
with stigma and backlash that may endanger
individuals or the project.) This same

" Ukraine Center for Social Reforms and the State Statistical Committee of Ukraine. The 2007 Ukraine Demographic and Health Survey (2007
UDHS). 2007. Available at URL: http.//www.measuredhs.com/pubs/pdf/HF26/HF26.pdf

"2 Grijsen ML, Graham SM, Mwangome M, et al. Screening for genital and anorectal sexually transmitted infections in HIV prevention trials in

Africa. Sex Transm Infect. 2008 Oct;84(5):364-70. Epub 2008 Mar 28.

'3 Stevens W, et al. Baseline morbidity in 2,990 adult African volunteers recruited to characterize laboratory reference intervals for future HIV

vaccine clinical trials. PLoS ONE. 2008 Apr 30;3(4):2043.

4 Sanders EJ, et al. HIV-1 infection in high risk men who have sex with men in Mombasa, Kenya. AIDS. 2007 Nov 30;21(18):2513-20.



expertise needs to be incorporated into
conversations about implementation,
program design, and future research. This
includes anticipating next steps if iPrEx
has a positive result. And, critically, it
means involving gay men in advocacy and
planning for provision of comprehensive
prevention services with appropriate
information (about condom use for anal
sex, for example) that is missing in many
parts of the world. Involvement must go
beyond tokenistic inclusion of one or two
gay men in a 50- or 60-person meeting.

A PrEP result—no matter how positive—
will not signal the end of research in gay
men of the developing world.

What’s the next step?

Positive results from iPrEx are by no means
guaranteed. Even with a flat result, the
biomedical prevention field has extensive
work left to do on the gay men’s health
and rights agenda. That’s particularly true
in African contexts, where research work
with gay men and other MSM is in its
infancy compared to Latin America.

First and foremost, all stakeholders working
with gay men and other MSM should
prioritize improved access to existing
prevention strategies, including behavior
change, psychosocial support, male and
female condoms (the latter can also be
used for anal sex), lubricants, non-
judgmental and affordable medical clinics,
and so on. While providing what works
now, it’s also necessary to learn more

and do better. Future biomedical HIV
prevention research in Africa should build
from emerging evidence of HIV exposure
and distribution of new HIV infections
among MSM. African MSM are clearly not
benefitting from global efforts to address

Piecing Together the HIV Prevention Puzzle

HIV sexual exposure or the underlying
social and economic factors. Does this
indicate that current HIV prevention
strategies are ineffective for MSM popula-
tions? Or would current HIV prevention
strategies be efficacious for MSM if they
were effectively resourced, implemented,
and promoted? And how do HIV
prevention interventions more explicitly
document and address the influence of
social, legal, and economic environments
(including issues of poverty, violence,
arrest, and blackmail) on individual

and social negotiation of sexual exposure
to HIV? These research questions are
profound, not only for combating current
African HIV epidemics but for the future
of behaviorally-mediated or medically-
mediated prevention options that could
be investigated for MSM, such as male
circumcision (which has no proven risk
reduction benefit for MSM) or rectal

microbicides.

Table 3 HIV Prevalence Rates Among African MSM (2008)
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Country Sample Size MSM Prevalence HIV Prevalence
(95% Confidence Interval)
Senegal 943 21.6 (19.0-24.3) 0.88%
South Africa 574 15.3 (12.4-18.3) 15.89%
Zambia 641 32.9 (29.3-36.6) 15.72%
Kenya 1125 15.6 (13.5-17.7) 7.49%
Tanzania 509 12.4 (9.5-15.2) 5.88%
Malawi 201 21.4 (15.7-27.1) 11.46%
Nigeria 1961 13.5 (12.0-15.0) 2.88%
Sudan 1119 8.8(7.1-10.4) 1.26%
Egypt 340 5.3(2.9-7.7) 0.02%
Total 6470 15.7 (14.9-16.5) 5.00%

Source: Baral, S. et al. A Systematic Review of HIV epidemiology and risk factors among

MSM in Sub-Saharan Africa 2000-2008. AIDS 2008 XVII International AIDS Conference. Mexico

City, 2008.
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Future efficacy studies of HIV prevention
options can and should be designed to
include cohorts of African MSM, for
whom the disproportionate failure of
existing HIV prevention efforts implies

a correspondingly urgent need for new
HIV prevention options. ARV-based
prevention strategies such as PrEP or ARV
treatment-as-prevention to reduce viral
load and infectiousness in HIV-positive
people could offer new tools and new
hope. This could also provide new impetus
to support community-led mobilization for
HIV prevention.

These steps aren’t a complete solution.
Change also depends on structural factors,
social norms, human rights and legal
frameworks. But they are pieces of the
puzzle that the HIV prevention research
field can address to ensure that there
continues to be substance behind the
statement, “We care.” %

WORKING TOWARDS A SOLUTION

We end this year’s Report with a strong
commitment to working as part of the
global community of individuals and
institutions dedicated to HIV prevention.

Every day, all around the world, people
work toward solutions for their countries,
communities, and families.

These nurses, counselors, activists,
advocates, scientists, policy makers,
politicians, men, women and children have
more to do with solving the HIV prevention
puzzle than any single technology ever can.
Likewise, the potential of the strategies
that do exist—and the ones that we are
searching for—depends on the people
who provide, explain, use, and advocate
for them.

The solution will always be in our hands.¥
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About AVAC

Founded in 1995, AVAC is a not-for-profit
organization dedicated to creating a
favorable policy and social environment
for accelerated ethical research and
eventual global delivery of AIDS vaccines
and other HIV prevention options as part
of a comprehensive response to the
pandemic. This work is guided by the
following principles:

- Translate complex scientific ideas to
communities AND translate community
needs and perceptions to the scientific
community.

- Manage expectations.

Hold agencies accountable for accelerating

ethical research and development.

- Expand international partnerships to
ensure local relevance and a global
movement.

- Ensure that policy and advocacy
are based on thorough research
and evidence.

+ Build coalitions, working groups
and think tanks for specific issues.

« Develop and widely disseminate

high quality, user-friendly materials.

AVAC focuses in four priority areas:

1. Develop and advocate for policy options
to facilitate the expeditious and ethical
development, introduction and use
of AIDS vaccines and other HIV
prevention options.

2. Ensure that rights and interests of
trial participants, eventual users and
communities are fully represented
and respected in the scientific, product
development, clinical trial and access
processes.

3. Monitor HIV prevention research and
development and mobilize
political, financial and community
support for sustained research as part
of a comprehensive response.

4. Build an informed, action-oriented
global coalition of civil society and

community-based organizations
exchanging information and experiences.

A major part of AVAC’s work is to translate
complex scientific ideas to communities
through the development and wide
dissemination of high quality, user-friendly
materials. In addition to our annual
Report, which analyzes progress in the field
and makes recommendations for actions
in the coming year, AVAC publishes the
AIDS Vaccine Handbook, maintains

the AIDS Vaccine Clearinghouse
(www.aidsvaccineclearinghouse.org)

and PrEP Watch (www.prepwatch.org)

as comprehensive and interactive sources
of information on the internet, and
publishes Px Wire, a quarterly update on
HIV Prevention Research (www.pxwire.org).
Please visit www.avac.org, which will be
re-launched in the coming months as

a comprehensive home for these sites and
a broad range of resources on biomedical
prevention research.

We also manage the Advocates’ Network,
an electronic network for organizations
and individuals interested and involved in
AIDS vaccine and HIV prevention
research advocacy. Please join us by visiting
www.avac.org/advocatesnetwork_signup.him
or e-mail avac@avac.org.

For more information about AVAC’s
programs and publications or to become
a Member, please contact us at:

Physical: 119 West 24th Street,
7th Floor South, New York, NY 10011

Mailing: 101 West 23rd Street,
Suite 2227, New York, NY 10011

Phone: +1 212 367 1279
Fax: +1 646 365 3452
E-mail: avac@avac.org
Internet: www.avac.org
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