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NIH-FUNDED STUDY FINDS DAILY DOSE OF  

ANTIRETROVIRAL DRUG REDUCES RISK OF HIV 

Today, the New England Journal of Medicine published research findings from the 
iPrEx study funded by the National Institutes of Health (NIH) and the Bill and Melinda 
Gates Foundation testing the efficacy of pre-exposure prophylaxis (PrEP). The study is 
a major step forward in our ability to prevent new HIV infections. The study found that 
a daily dose of an oral antiretroviral drug taken by HIV -negative gay and bisexual men 
and transgender women reduced the risk of acquiring HIV infection by 43.8 percent. 
The data showed even higher levels of protection from infection, up to 73 percent, 
among those participants who adhered most closely to the daily drug regimen.  

This study is the first of its kind and we will need to validate these findings with other 
research, much of which is currently underway. There are still a lot of unanswered 
questions, such as whether this approach is effective in other populations. We also 
need to examine whether PrEP works effectively with other antiretroviral medications. 
There are also critical questions about when and for how long individuals need to take 
these medications and how to combine PrEP with other prevention tools to achieve 
maximum results. We also need to better understand how to exploit the promise of 
PrEP without sending signals that lead individuals to stop using condoms or taking 
other steps that may increase their risk of becoming infected with HIV.  

Today, however, is a day to rejoice in these exciting results. What is particularly en-
couraging for many people is that this study was proven effective in gay and bisexual 
men - the group responsible for more than half of all new HIV infections in the United 
States and the only group where HIV incidence has been rising in recent years. We all 
hope that this will be shown to work for heterosexuals, people who inject drugs, and 
others. These results also compliment the promising study results announced at the 
International AIDS Conference in July from the CAPRISA study that demonstrated the 
efficacy of one of the two drugs used in the iPrEx study (tenofovir) when used as a vagi-
nal microbicide. The findings from these two studies showing that antiretroviral thera-
py can prevent infection in HIV negative individuals is particularly encouraging given 
the Presidentôs goal of lowering the annual number of new infections by 25% over the 
next five years. Although no single HIV prevention strategy is 100 percent effective, 
todayôs findings suggests that antiretroviral medication may play an important role in 
developing the most effective combination of approaches to prevent HIV.  

In commenting today on these promising results, President Obama said the following, 

I am encouraged by this announcement of groundbreaking research on HIV preven-
tion. While more work is needed, these kinds of studies could mark the beginning of a 
new era in HIV prevention. As this research continues, the importance of using proven 
HIV prevention methods cannot be overstated. 

 

By Jeffrey S. Crowley, Director, Office of National AIDS Policy  (Cross-posted from the Office of National AIDS Policy Blog)  
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A daily dose of an oral antiretroviral drug, 
currently approved to treat HIV infection, 
reduced the risk of acquiring HIV infection 
by 43.8 percent among men who have sex 
with men. The findings, a major advance in 
HIV prevention research, come from a large 
international clinical trial published online 
Nov. 23 by the New England Journal of 
Medicine. The study, titled 
ñChemoprophylaxis for HIV Prevention in 
Men,ò found even higher rates of effective-
ness, up to 72.8 percent, among those 
participants who adhered most closely to 
the daily drug regimen. 
ñWe now have strong evidence that pre-
exposure prophylaxis with an antiretroviral 
drug, a strategy widely referred to as 
PrEP, can reduce the risk of HIV 
acquisition among men who have 
sex with men, a segment of the 
population disproportionately affect-
ed by HIV/AIDS,ò says Anthony S. 
Fauci, M.D., director of the National 
Institute of Allergy and Infectious 
Diseases (NIAID), part of the Nation-
al Institutes of Health. ñAdditional 
research is needed, but certainly 
this is an important finding that pro-
vides the basis for further investigat-
ing, developing and employing this 
prevention strategy, which has the 
potential to make a significant im-
pact in the fight against HIV/AIDS.ò 
ñNo single HIV prevention strategy is 
going to be effective for everyone,ò 
adds Dr. Fauci, ñand it is important 
to note that the new findings pertain 
only to the effectiveness of PrEP 
among men who have sex with men 
and cannot at this point be extrapo-
lated to other populations. There-
fore, we must continue to conduct 
PrEP research among other study popula-
tions, such as women and heterosexual 
men, to provide a comprehensive picture of 
its potential utility as an HIV prevention 
tool.ò 
NIAID sponsored the study, also known as 
iPrEx, through a grant to the J. David Glad-
stone Institutes, a non-profit independent 
research organization affiliated with the 
University of California at San Francisco. 
Additional study funding was provided by 
the Bill & Melinda Gates Foundation. Gilead 
Sciences, based in Foster City, Calif., do-
nated the study drug. 
Led by study chair Robert M. Grant, M.D., 
of the Gladstone Institute of Virology and 
Immunology, and study co-chair Javier R. 
Lama, M.D., of Investigaciones Medicas en 
Salud, a Peruvian-based research organi-
zation, the iPrEx study enrolled a total of 
2,499 men who have sex with men and 
transgendered women who have sex with 
men. All participants were at least 18 years 
old and HIV-negative at time of enrollment. 
The study, which began in June 2007, was 
conducted at 11 sites in Brazil, Ecuador, 
Peru, South Africa, Thailand and the United 
States.  
The study participants were randomly as-
signed to receive either a daily antiretroviral 
tablet containing combination emtricitabine 

(FTC 200 milligrams) and tenofovir (TDF 
300 milligrams), known by the brand name 
Truvada, or a placebo pill. Before enroll-
ment, all participants received detailed 
information about the possible risks and 
benefits of participating in the trial. Once 
enrolled, they were evaluated for HIV infec-
tion monthly for the duration of their partici-
pation in the study. The average enrollment 
was 1.2 years. In addition, all participants 
were routinely counseled about safe sex 
practices and provided condoms and treat-
ment for other sexually transmitted infec-
tions. 
 
 

In the final analysis, 100 cases of HIV infec-
tion occurred among participants in the 
iPrEx study. Of those, 36 HIV infections 
occurred among the 1,251 participants who 
received the antiretroviral therapy com-
pared with 64 HIV infections among the 
1,248 participants who received the place-
bo. This level of effectiveness in reducing 
the risk of HIV infection, 43.8 percent, is 
statistically significant. Furthermore, the 
drugôs ability to reduce the risk of HIV ac-
quisition was greater among those volun-
teers who were more adherent to the daily 
drug regimen. Participants who took the 
drug on 50 percent or more days as meas-
ured by pill count, bottle count and self 
reporting experienced 50.2 percent fewer 
HIV infections. Those who took the drug on 
90 percent or more days had 72.8 percent 
fewer HIV infections. 
The researchers concluded that consistent 
with earlier, smaller studies leading up to 
this trial, Truvada appeared to be safe and 
well-tolerated for its use in the iPrEx study. 
Side effects were mild and infrequent and 
included a small number of participants with 
transient nausea and mild elevations in 
creatinine, a naturally occurring molecule 
filtered by the kidneys. These elevations 
resolved spontaneously or with discontinua-
tion of the drug. Additionally, very little drug 

resistance occurred with no instances of 
tenofovir resistance and three cases of 
emtricitabine resistance (one participant in 
the placebo group; two participants in the 
active drug group). The two cases of 
emtricitabine in the active drug group oc-
curred among individuals who were in the 
stages of acute HIV infection at the time of 
enrollment, but who tested negative for HIV. 
Both groups of study participants reported a 
decrease in the number of sexual partners 
and increased condom use. 
ñThe iPrEx study provides important evi-
dence that PrEP works to reduce HIV infec-
tion risk among gay and bisexual men,ò 
says Dr. Grant. ñThe need for new HIV 

prevention methods is critical. PrEP, 
in combination with other prevention 
methods, such as HIV testing, coun-
seling and consistent condom use, 
could represent a major step forward 
for efforts to control the global epi-
demic.ò 
  
Correct and consistent condom use 
and a reduced number of sexual 
partners remain the most effective 
ways for gay and bisexual men to 
protect against HIV infection. 
ñA variety of expert and community 
advisory groups at the federal, state 
and local levels are looking closely at 
the study data and will move forward 
in a deliberative and measured way 
over the coming months to determine 
whether and how these findings 
should be incorporated into ongoing 
HIV prevention programs,ò says 
Howard K. Koh, M.D., assistant sec-
retary for health at the U.S. Depart-
ment of Health and Human Services. 
Participants in the iPrEx study are 

being informed of the results and counseled 
on the need to continue safe sex practices. 
Individuals who acquired HIV infection dur-
ing the study were referred to appropriate 
medical care. Investigators will conduct a 
follow-on study in which all HIV-negative 
iPrEx participants will be offered the combi-
nation drug for 18 months. That study, 
which will begin in 2011, is designed to 
provide additional information about the 
drugôs long-term effectiveness and safety 
as well as participant risk behavior and pill-
taking practices. 

The NIAID-sponsored VOICE study, which 
launched in Sept. 2009, is examining three 
different, once-daily HIV prevention strate-
gies in women: a combination pill, a pill 
containing only tenofovir, and a tenofovir-
based vaginal gel. The study is expected to 
enroll as many as 5,000 women in three 
African countries, and results are expected 
in 2013.  

R. Grant et al. Pre -exposure chemoprophylaxis for 

HIV prevention in men who 

have sex with men. New 

England Journal of Medicine  

DOI 10.1056/NEJMoa1011205 

(2010)  
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Lessons for the mHealth HIV 

 

At last weekôs mHealth Summit, had the opportunity 

to connect with many of our Federal and community 

partners about how to leverage the mobile web to 

improve health outcomes. We heard from leading 

experts, industry leaders, and Federal colleagues over 

the course of the three-day summit. During the ses-

sion, ñLessons Learned from Around the Globeò, 

Patricia Mechael , Director of Strategic Application 

of Mobile Technology for Public Health at Columbia 

University summed up many of the lessons learned in 

her ñtop 10 list for the mHealth communityò.  

 

10. We must unpack the pathways to mobile behavior 

change and evaluate the impact that mobile technolo-

gy is really making on health. Letôs answer the ques-

tion: How are mobile phones changing health-

related behavior? 

 

ñThere was no shortage of good ideas and pilot pro-

jects at mHealth but one of the greatest challenges is 

moving the ones that are successful to scale,ò An-

drew Wilson, from SAMHSA told us. 

 

9. We need to tease out locally-generated content and 

focus on local context. We need a down up model, 

not top down. 

 

Researchers from across the country and around the 

world presented their findings, including some en-

couraging findings from Mount Sinai Hospital that 

showed that texting medication reminders to patients 

and their caregivers can increase adherence. For the 

HIV community, we can learn from our colleagues in 

Virginia and Chicago about using text messaging for 

HIV-treatment reminders. But itôs also important to 

remember what works in one place wonôt necessarily 

work in another. 

 

8. Letôs move away from a user-satisfaction focus 

and evaluate the health outcomes. This is the only 

way to sustain mHealth programsðcreate targets 

and benchmarks at the beginning of program crea-

tion. 

 

There were many programs and initiatives that offer 

subscription-based text messages about topics rang-

ing from sexual health, to prenatal care, to nutrition 

advice. And while the reach is impressive 

(Text4Baby has more than 100,000 subscribers!) we 

know that knowledge does not necessarily translate 

into sustained behavior change. There are some im-

portant efforts underway by the Department of De-

fense and HRSA to evaluate the program and we 

look forward to learning from their findings and 

assessing how we can adapt similar programs with 

the HIV community. 

 

7. We must be realistic and become practical about 

what really works/what doesnôtðintegrate mobile 

technology realistically. 

 

At the mHealth Summit, most of the projects and 

presentations were focused on text messaging, like 

Text4Baby and HookUp or mobile apps, but the 

poster presentations ran the gamut from a special 

device that extends the battery life of your mobile 

phone to an application to monitor logistics in Zam-

bia. Regardless of the form or function, mobile is 

about responding to our communitiesô 

needs...realistically and appropriately. 

 

6. Letôs invest in participatory design programsð

work with who it will impact. We should invest in 

local developers, designers. 

 

AIDS.gov, has started to do this through our micro-

grant program and by sharing lessons learned on this 

blog. 

 

5. Letôs take a systems-thinking approach and think 

about adjacent fields which will be affected in our 

programs. We need to avoid single-issue thinkingð

packaging together services will help. 

 

We were thrilled to announce the mobile version of 

our HIV Prevention & Service Provider Locator, 

where you can find local HIV testing, treatment, and 

service providers from any phone that lets you access 

the web. We've partnered with SAMHSA, HUD, 

CDC, HRSA, and others on this innovative tool. And 

itôs integrated with Google Maps, so you can get 

walking, biking, and driving directions, too (weôre 

hoping that Google will eventually enable public 

transportation directions for others to use, as well). 

 

4. Collaborate donôt competeðit is not about whose 

app is bestðwe all need to win and benefit. 

 

The mHealth Summit was an opportunity for us to 

come together to share best practices. But there is too 

much happening to cover in three days. Itôs important 

that we stay connected and find more ways to collab-

orate. 

 

3. Recycle, reuse, and repurpose 

 

This is becoming increasingly important for us at 

AIDS.gov. Weôre working with organizations across 

the country, like the Global Business Coalition on 

HIV/AIDS, Malaria, and Tuberculosis to extend the 

reach our HIV Prevention & Services Locator. Itôs 

about working together, sharing resources, and reach-

ing as many people as possible with HIV information 

and resources. Mobile is essential for us to reach 

those most at-risk for HIV. 

 

2. mHealth at scale can only come from a leadership 

linked to local health priorities, that then link to 

tools. 

 

The mHealth Summit brought together local, nation-

al, and global leaders and we were thrilled that of the 

few breakout sessions, sexual health and adolescents 

were two themes that were highlighted. We must not 

forget that it is about people...which leads us to the 

number one lesson for the mHealth (and HIV) com-

munity: 

 

1. Itôs not all about technologyðitôs about a state of 

health and wellbeing. Weôre all impacted. Letôs 

work together. 
 

We are grateful to the Summit leadership Audie 

Atienza, Scientific Adviser for Technology Partner-

ships, and Barbara Mittleman, Director, Public-

Private Partnership Program, both from the Office of 

Science Policy at National Institutes of Health for 

bringing together Federal staff who work on mobile 

projects to review existing collaborations and discuss 

areas where we can work together. 

 

 
By Jeremy Vanderlan, Lead Programmer, and Michelle Samplin-

Salgado, New Media Strategist, AIDS.gov 
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Doing More With 
Less 
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Centers for Faith -Based and Neighborhood Partnerships Dis-

cuss Their Roles in Implementing National HIV/AIDS Strategy  

Participants in 10/28/10 cross -
Departmental meeting of representa-
tives of Centers for Faith -Based and 
Neighborhood Partnerships discuss 
ways to engage their networks in sup-
porting implementation of the Na-

tional HIV/AIDS Strategy. 

Responding to the Presidentõs call for 
the engagement of all sectors of soci-
ety in working toward the goals of 
the National HIV/AIDS Strategy 
(NHAS) representatives of the Centers 
for Faith -Based and Neighborhood 
Partnerships (CFBNP) at the Depart-
ments of Education, 
Health and Human 
Services (HHS), Hous-
ing and Urban Devel-
opment, Labor, and 
Veterans Affairs and 
the White House Of-
fice of Faith -Based 
and Neighborhood 
Partnerships (CFBNP) 
gathered on October 
28 at a meeting host-
ed by Ms. Alexia Kel-
ley, Director of the 
HHS CFBNP, and my-
self.   We convened 
these important part-
ners to discuss ways 
that we can work 
together to strength-
en and maintain the 
engagement of faith communities in 

the efforts detailed in the strategy.  

The President noted in his letter  ac-
companying the release of the Na-
tional HIV/AIDS Strategy in July, òThe 
Federal government canõt do this 
alone, nor should it. Success will re-
quire the commitment of govern-
ments at all levels, businesses, faith 
communities , philanthropy, the sci-
entific and medical communities, 
educational institutions, people living 
with HIV, and others.ó Given the col-
lective effort required to achieve the 
goals of the NHAS, the CFBNPs are 
important allies in sustaining and 
enhancing the commitment of the 
many faith communities across the 
United States already engaged in 
some dimension of HIV/AIDS preven-
tion and/or care and treatment while 
also bringing still more faith commu-
nities and community -based organiza-

tions into this important work.  

The Centers will work within their 
respective Departments and also with 
one another on two specific actions 
identified in the NHAS.   First, to re-
duce HIV-related health disparities, 
the strategy calls upon both the pub-
lic and private sectors to develop and 
support efforts to reduce stigma and 
discrimination against people living 
with HIV and populations at high risk 
for HIV. Unfortunately, even three 
decades into this epidemic, stigma 
associated with HIV infection persists 

and fear of discrimination causes 
many Americans to avoid learning 
their HIV status, disclosing their sta-
tus, or accessing medical care in a 
timely fashion. Thus, working to end 
the stigma and discrimination experi-
enced by people living with HIV is a 
critical component of curtailing the 
epidemic. The Federal Implementa-
tion Plan accompanying the NHAS 
specifically calls upon the Centers for 
Faith-Based and Community Partner-
ships to develop a plan for engaging 
more faith leaders to promote non-
judgmental support for people living 

with HIV.  

Second, as part of larger efforts to 
reduce the number of new infections 
by increasing the number of Ameri-
cans who know their HIV status, the 
strategy supports routine screening 
for HIV in health care settings and 
also encourages the expansion of HIV 

testing to nontraditional sites like 
community -based organizations, so-
cial organizations and faith institu-
tions. The CDC estimates that 21% of 
people living with HIV in the U.S. are 
unaware of their infection, placing 
them at greater risk of spreading the 
virus to others and preventing them 
from accessing treatment that could 
prolong their lives.  Leaders of faith -
based organizations can play an im-
portant role in educating their con-
gregants about the importance of 
early diagnosis for HIV infection and 
making them aware of resources 
within their communities where they 

can be tested and, 
if found to be posi-
tive, receive life -

saving treatment.  

During the meeting 
the CFBNP repre-
sentatives shared 
information about 
HIV-related activi-
ties underway with-
in each of their de-
partments and high-
lighted several ex-
amples of HIV test-
ing and other AIDS-
related activities by 
specific faith com-
munities. They also 
discussed possible 
activities they could 

undertake collectively toward the 
action steps identified in the NHAS, 
with particular attention on those 
populations disproportionately im-
pacted by HIV (men who have sex 
with men (MSM), African American 
men and women, Latino men and 
women, and substance users). Com-
mitting to continuing the dialogue 
among themselves, with leaders of 
their Departmentõs HIV/AIDS activi-
ties, and their networks of faith lead-
ers and neighborhood organizations, 
the meeting participants began plan-
ning to develop some common tools 
to be shared with faith communities 
and neighborhood organizations in 

the coming year.  

By Ron Valdiserri, M.D., M.P.H., Deputy Assis-
tant Secretary for Health, Infectious Diseases, 

U.S. Department of Health and Human Services 
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Local Support Group  

Meeting Times   

& Locations  

Drop - In Center at CAP  

Wed 10a - 2p  

Da Group   at UDRC   

 Wed 110a  

Brothers Together at  

Compass    

Wed 7:30p  

201 N Dixie Hwy.  

Lake Worth FL 33460  

Positive Living  at Com-

pass    

Thurs 7:30p - 8:45p   

201 N Dixie Hwy.  

Lake Worth FL 33460  

 

Gay and bisexual men have comprised the largest proportion of the HIV epidemic in the United States 
since the first cases were reported in the 1980s, and that has not changed. They still comprise the greatest 
proportion of infections nationally. (For more details on HIV/AIDS among gay and bisexual men, see 
CDCôs fact sheet (PDF 263 KB) and latest surveillance data.) As with gay and bisexual men, transgender 
individuals are also at very high risk for HIV infection.  

The National HIV/AIDS Strategy (NHAS) states: ñGiven the starkness and the enduring nature of the 
disparate impact on gay and bisexual men, it is important to significantly reprioritize resources and atten-
tion on this community. The United States cannot reduce the number of HIV infections nation-
ally without better addressing HIV among gay and bisexual men . Our national commitment to 
this population has not always reached a level of HIV prevention funding reflective of their risk.ò (p. 14) 

The NHAS, its Federal Implementation Plan, and the Department of Health and Human Services (HHS) 
Operational Plan (in development at the time of this writing) identify a number of specific goals and activi-
ties related to various MSM (men who have sex with men, including both those who identify as gay and 
those who do not) and transgender populations. Among the actions assigned to HHS in the NHAS Federal 
Implementation Plan is convening a consultation with national Lesbian, Gay, Bisexual, and Transgender 
(LGBT) organizations to ñre-engage LGBT community leadership in health promotion.ò We are hopeful 
that these efforts will also result in the identification of specific strategies for the Federal government and 
LGBT communities to work together to achieve the important health goals of the NHAS. 

To inform our planning for that 2011 consultation, my colleague Christopher Bates and I convened an 
initial planning meeting on November 9, 2010 with representatives (PDF 66 KB) of several LGBT organi-
zations representing associations, national membership and advocacy organizations as well as community
-based programs. 

During the meeting, Jeffrey Crowley, director of the Office of National AIDS Policy (ONAP) at the White 
House, acknowledged that the upcoming consultation is an important opportunity for the LGBT commu-
nity. For many years, he noted, some in the community have voiced concerns about feeling lost or ignored 
in responses to the epidemic. The NHAS presents an opportunity to come togetherðgovernment and non-
government partnersðand focus on how we can prevent HIV infection and promote the health of gay and 
bisexual men and transgender people. Mr. Crowley observed that though he receives many daily news 
clips from LGBT media, only once or twice a month does one of these stories address HIV/AIDS. Con-
cerned that some in the LGBT community have moved on from HIV/AIDS as a priority issue, Mr. Crowley 
wondered how, without turning away from other important issues, could the LGBT community also ap-
propriately focus on HIV/AIDS and supporting people living with HIV/AIDS. Rekindling and continuing 
those efforts, he pointed out, is important since the job of achieving the NHAS goals the does not fall to the 
Federal Government alone and success will require the commitment of all parts of society, including the 
LGBT community.  

In the discussion that followed, the participants offered many valuable suggestions about how the consul-
tation could be structured, issues that should be addressed, and types of voices that should be part of the 
conversations. 

Participants concurred that it will be important to bring voices from many sectors of the LGBT community 
to the table, including advocacy organizations, professional networks, media outlets, faith-based organiza-
tions, social groups, and business organizations, among others. Some also noted that it will be particularly 
important to engage segments of LGBT community that have not traditionally been involved in HIV/AIDS 
or health issues since an important dimension of this effort is to expand the number and variety of influ-
ences across LGBT communities addressing HIV/AIDS prevention, treatment and care issues. To be clear, 
we are not suggesting that these LGBT organizations become AIDS Service Organizations! Instead, we 
want to identify ways that HIV/AIDS issues can be thoughtfully and creatively addressed across a spec-
trum of LGBT organizations so that even more gay and bisexual men and transgendered people are 
reached with accurate, culturally appropriate, and effective HIV prevention, testing, care and treatment 
information and services from a broad variety of sources including messengers who are deemed both cred-
ible and trustworthy. 

What are your ideas about re-energizing LGBT community and Federal efforts around HIV/AIDS and 
health promotion for gay, lesbian, bisexual, and transgender persons? Share your thoughts in the com-
ments section below. 

If the thoughtful dialogue that took place on November 9 is any indicator, the consultation will be a most 
valuable endeavor in helping the nation achieve the goals of the strategy. We have not yet selected a date 
for the consultation, though it will likely take place in early spring 2011. Once the consultation does take 
place we will share one or more blog posts featuring important information obtained from our partners 
both outside of and inside of government. 

By Ron Valdiserri, M.D., M.P.H., Deputy Assistant Secretary for Health, Infectious Diseases, U.S. Department of Health and Hu man Services р 

Engaging LGBT Leadership in the National 

HIV/AIDS Strategy  


