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HIV epidemic among U.S. black
women increasing at disturbing pace
‘The statistics are mind-boggling.’ 

With the Centers for Disease Control and Prevention’s (CDC’s) 
new HIV prevention focus on scientifically proven, cost-effective, 
and scalable interventions targeted to the right populations, some 

experts worry black women will be left a low priority on the formula. And 
federal funding for small, hands-on prevention programs that work holisti-
cally with women of color might dry up entirely.

HIV scientists and advocates note that African American women are in a 
great deal of danger just by living their lives like their white sisters.

Black women in the United States are 15 times more likely to become 
infected with HIV than white women, even if their risk behaviors are identi-
cal, according to the latest national data.

“The statistics are mind-boggling,” says Sally L. Hodder, MD, a professor 
of medicine and director of Adult HIV Programs at the New Jersey Medical 
School in Newark, NJ. Hodder also is vice chair of NJMS Infectious Diseases 
and has long conducted research about HIV and women.

“Among HIV-infected black and white women, black women are much 
more likely to die, so this is an enormous problem,” Hodder adds.

One in 32 black women will be at risk of being diagnosed HIV positive in 
her lifetime. This compares with one in 106 Latina women and one in 526 
Caucasian women, says Donna McCree, PhD, MPH, RPh, associate director 
for health equity in the Centers for Disease Control and Prevention (CDC), 
division of HIV/AIDS prevention in Atlanta, GA.

“Race tends to be a marker for some of the social determinates of health,” 
McCree says. “African American women don’t take greater sexual risk than 
other women; HIV prevalence within African American communities is so 
high, and they tend to have sex with other African Americans, so your risk of 
contracting HIV is higher.”

Contributing to the problem are the socioeconomic factors of poverty, lack 
of health access, discrimination, and stigma about HIV. 

Despite the dramatic impact the epidemic has had on this community, 
government prevention efforts have not caused the incidence rate to decline 
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among African American women, and should be 
addressed, some say.

“Definitely, I feel we’re not doing enough for 
black women with HIV,” says Michelle Batchelor, 
MA, senior manager, health equity, for the National 
Alliance of States & Territories AIDS Directors 
(NASTAD) in Washington, DC.

Funding for prevention efforts specifically target-
ing black women are competing with funds targeting 
other groups, such as minority men who have sex 
with men (MSM), she notes.

“The CDC put out numbers before the national 
HIV prevention conference that were just startling for 
young men of color,” Batchelor says. “We respect the 
data, but what we don’t want to happen is for this to 
be another opportunity to draw attention away from 
the impact the epidemic has had and continues to 
have on young women.”

Black women must be a centerpiece of any com-
prehensive national HIV prevention effort, she adds.

“As we move into the fourth decade of the epi-
demic we have to think bigger and more collective-
ly,” Batchelor says. (See chart of HIV infection rates 
by risk population, p. 111.)

For women, and especially young girls, any pre-
vention message or discussion of sexual risk must 
start with helping them understand their bodies, 
hygiene, and healthy lifestyles, says Valerie Rochester, 
director of programs for the Black Women’s Health 
Imperative in Washington, DC. 

The organization has run publicly-funded, educa-
tion and prevention programs that work with small 
groups of black women and girls. (See related story, 
p. 113.)

“One of the things we have found, and we’re a 
national organization, is over the last several years, 
the needs of black women in particular are not being 
singled out and addressed,” Rochester says. “Their 
prevention programming is being lumped in with 
African Americans overall.”

The Black Women’s Health Imperative has found 
its two-year-old HIV prevention project, called 
GLOW — Girls Leading Our Way — for black 
women and teenage girls has no future funding 
source when the federal grant funding ends, says 
Samantha Griffin, program assistant.

“We’re looking for ways to carry on and con-
tinue,” she says.

The CDC’s priorities in prevention funding appear 
to be targeting African Americans in general, then 
MSM, followed by other populations, including 
African American women, Rochester says.

“What’s coming with HIV prevention funding is 
for dollars to follow the epidemic,” Rochester says. 
“But to take emphasis away from one population 
almost ensures in a few years you’ll see the numbers 
go up in another population, and that’s what we 
fear.’

In mid-2011, the CDC announced its new high-

continued on p. 112
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impact, HIV prevention approach, which is designed 
to maximize the impact of prevention efforts for 
at-risk Americans. A subhead introducing the new 
approach in the CDC’s paper on “High-Impact 
HIV Prevention; CDC’s Approach to Reducing HIV 
Infections in the United States” reads, “Maximizing 
Limited Resources for HIV Prevention.”

HIV testing, condom distribution, and prevention 
for positives are examples of proven, cost-effective, 
scalable, high-impact prevention strategies, the CDC 
paper says.

This new direction will make sure every dollar 
counts, McCree says.

“We will fund scalable interventions with demon-
strable potential,” she adds. “We recognize this is a 
challenging economic environment.”

The main prevention focus will be on core preven-
tion programs, receiving 75% of the funding. These 
include HIV testing, policy initiatives, and evidence-
based interventions in social marketing, medical, and 
biological, such as pre-exposure prophylaxis, she 
says.

Since 2007, when the CDC began an expanded 
testing initiative, the CDC has targeted HIV com-
munities at the highest risk, with the vast majority of 
testing being done within the African American com-
munities, McCree says.

“From 2007 to 2010, we did 2.8 million HIV 
tests, resulting in 18,000 new diagnoses, and 70% of 
those were African Americans,” McCree says.

The high-impact HIV prevention approach makes 
sure that funded programs are scalable and have the 
potential to reduce infection rates. 

“Allocated funding is in proportion to people liv-
ing with HIV diagnosis in each jurisdiction,” McCree 
says. “It replaces the historical funding approach to 
keep place with changes in the epidemic; total fund-
ing is unchanged, but it’s redistributed for greater 
impact.”

Florida might offer one of the best examples of 
this scalable, cost-efficient approach with its three-
year-old Sistas Organizing to Survive (SOS) initiative 
that has met its 2008 goal of testing 100,000 black 
women for HIV by 2010, says Marlene LaLota, HIV 
prevention director at the Florida Department of 
Health in Tallahassee, FL.

“The CDC has shown a lot of interest in our 
mobilization initiative,” LaLota says. “They have 
promoted this to other states, and we’ve shared 
ideas, materials, and information with several states 
already.”

The program’s success is due to the way the state 

department of health worked with community stake-
holders, who quickly embraced the strategy, she 
adds.

“Women in the local communities took owner-
ship of it; they made it happen, and they deserve the 
credit,” LaLota says. “Another successful component 
of the program was a pledge that women would edu-
cate other women where they lived, worked, played, 
and worshipped; thousands of women have taken 
this pledge.”

Some communities in Florida made the pledge a 
competition. Others held workshops for women or 
formed collegiate chapters on college campuses. Hair 
salons participate, and churches have addressed the 
issue of HIV and black women, with some even hav-
ing HIV testing at their place of worship.

“Having those conversations in churches goes a 
long way toward reducing the overall stigma in the 
black community,” LaLota says.

“There is a group of women in Orlando who ride 
motorcycles, and they formed a chapter,” LaLota 
says. “These women have kept SOS going through 
meetings, workshops, and educating, and they’ve 
made it fun for women too.”

From the state’s perspective, one of the best parts 
of the program is that it has been extremely cost-
effective at a time when economic resources are 
scarce.

“We’ve spent so little money on this initiative 
because the people at the local level own it,” LaLota 
says. “They do all the legwork, so we don’t have to 
hire any staff or consultants or contractors to keep it 
going.”

The state department of health provides resources 
and materials about SOS on its website, but the state 
involvement otherwise is fairly low key, she adds.

“It’s truly a grassroots initiative,” LaLota says. 
“In over three years, it really has not lost a lot of 
momentum, which is really a little bit surprising 
because things phase out.”

Florida’s program shows how states and commu-
nities have to think outside of the box and look for 
opportunities to succeed within their funding limita-
tions, Batchelor says.

“Since there is not a lot of dedicated funding for 
black women, there is more flexibility,” she says. 
“So states are able to support home-grown interven-
tions.”

Another example is in Kentucky, which has 
started Pillow Talk program that is a low-cost, 
home-grown intervention that brings black men and 
women together to start a dialogue about sexual 
health issues, Batchelor says.

“They have a potluck-style meal, and community 

continued from p. 110
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organizations contribute what they can,” she adds. 
“They have a potluck discussion group that uses top-
ics written on cards to stimulate discussions, and it 
costs next to nothing.”  n

Mother-daughter power
in DC program for girls 
Focus on self-empowerment

The Black Women’s Health Imperative in 
Washington, DC, has found that a two-pronged 

program that targets teen-age African American girls 
and their mothers or other family members has the 
potential for being a very successful, intergenerational 
HIV prevention approach.

“We address the whole HIV/AIDS issue for not 
only young girls, but also for women as an overall 
health issue,” says Valerie Rochester, director of pro-
grams, Black Women’s Health Imperative.

“Overall, we’re finding that the female relation-
ships within families are very important to young 
girls,” Rochester says. “It’s very important they can 
talk with their mothers or an older female family 
member and share feelings about boyfriends or school 
or their friends, and that helps to shape that self-
image that is so important in reducing risk among our 
young girls.”

The program, titled Girls Leading Our Way 
(GLOW), was adapted from the SiHLE curricula on 
the approved list of HIV prevention interventions 
compiled by the Centers for Disease Control and 
Prevention (CDC) of Atlanta, GA. It was funded 
through the Office on Women’s Health, Minority 
AIDS Funding.

“It’s intergenerational so the girls have a support 
system,” says Samantha Griffin, a program assistant 
with the Black Women’s Health Imperative.

“Everything we know suggests that not only do 
girls want to hear about sex and risk taking from par-
ents, their parents are a guide and adult women need 
information,” Griffin says.

So the program has eight weeks of sessions for 
girls, ages 12 to 17, and there are several separate ses-
sions for their mothers or other adult mentors or fam-
ily members.

Here’s how it works:
• Girls meet as part of empowerment sessions: 

“We go into different sites, including charter schools, 
community centers, and we work with girls and their 
adult family members,” Griffin says.

The sessions have general themes, as follows:

— Session 1: This session focuses on goal setting.
— Session 2: Called “Girls Like Me,” this session 

discusses the general reality of the girls’ lives, and 
what they like about being a girl; what they like about 
being a black girl, and what their family life is like. It 
also facilitates discussions about what the girls experi-
ence in school, Griffin says.

Discussion leaders also discuss how black girls 
value themselves and talk about the black and white 
dolls psychological study. In this study, initially con-
ducted more than 50 years ago, researchers found 
that black girls often preferred to play with white 
dolls when offered a choice. When the study was 
repeated in the mid-2000s, the results were similar, 
Griffin says.

— Session 3: This session focuses on self-image, 
including body image and the media.

— Session 4: The girls are taught about general 
reproductive health, anatomy, hygiene, and puberty in 
this session, called “It’s My Body.”

— Session 5: While the first four sessions are 
empowerment sessions, by the fifth session, the girls 
are given information about their health and HIV. 
This session is called HIV 101.

— Session 6: This session discusses risk reductions. 
“We help girls evaluate their own risks and talk about 
what places them at risk for HIV infection, having 
sex, and pregnancy.”

— Session 7: This session focuses on healthy com-
munication.

— Session 8: Girls are taught about healthy inter-
personal relationships, including healthy friendships 
within families for the younger girls and with boys 
for the older girls. “We help them identify what their 
sexual health is and talk about skills for risk reduction 
and how to apply these to their relationships,” Griffin 
says.

• Mothers and other adult women role models 
learn how to teach their girls: Any woman who is 
raising a black teenage girl is invited to participate in 
several sessions that teach them about HIV, empow-
erment, and how to have a sexual risk dialogue with 
their teens.

“Our approach is to give information,” Griffin 
says. “The moms are given HIV 101 training, and 
outside of that they’re given space to talk about what 
it means to be a black woman, their unique stressors 
and pressures they’re facing.”

The sessions included discussions about how to 
speak with a teenage daughter and how to give her 
enough of the right information to help her make 
mature decisions.

There also was a special forum for these adult 
women in which reproductive health experts, a pedia-
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trician, a local radio celebrity, and a mental health 
expert started a dialogue with the women attendees 
about parenting teens, Griffin says.

“They talked about their concerns, their discom-
fort, and how to start the conversation,” she says. 
“We have to give all of the information the girls need, 
but we have to start when they’re young, making it an 
open conversation with the girls so they feel like they 
can go to their adult female role model for advice.”

This isn’t a parenting class, but it is about how to 
start honest conversations with teens, she adds.

“What we hear from a lot of girls and a lot of adult 
women is they mostly talk about pregnancy when 
there is so much more information the girls need,” 
Griffin says. “They need to have conversations about 
hygiene, their bodies, what they’re going through, 
what their goals in life are, what their relationships 
are, what dating is like, and what a healthy relation-
ship looks like.”

When this conversation experience already exists 
as a basis for a trusting parent/role model — child 
relationship, then it’s possible to talk about things 
like sexual risk reduction in a way that the teens will 
understand and accept, she adds.

The adult women also are taught HIV 101, which 
starts by saying that abstinence from sex and intrave-
nous drug use are the only ways to truly prevent HIV 
infection, Griffin says.

“Then we talk about general reduction measures 
like using condoms, and we tell them how to properly 
use a condom and how to negotiate condom use and 
how to have assertive communication in relation-
ships,” she adds. “The facts about HIV are the usual 
of describing the fluids in which the virus is found, 
what HIV stands for, what AIDS stands for, and how 
the virus works and impacts your body.”  n

equity in CDC’s division of HIV/AIDS prevention in 
Atlanta, GA.

Young black MSM, those between 13 and 29 
years of age, had 4,400 new infection cases in 2006. 
By 2009, this had risen to 6,500 new cases.

“We must take action there because individual 
risk behavior alone doesn’t explain it,” McCree says. 
“They are more likely to have older partners who are 
more likely to be infected, and this increases their risk 
with every sexual encounter.”

Although the numbers are high, they don’t reflect 
the epidemic’s total impact on this population since 
many people infected with HIV do not know their 
HIV status.

“Young black HIV-positive MSM are less likely 
to be aware of their infection status,” McCree says. 
“There’s an issue of stigma; homophobia prevents 
many individuals from being tested because of the 
stigma associated with it.”

“Young people may not have the insurance, or 
they have limited access to antiretroviral therapy 
(ART),” she adds. “We know that HIV-positive 
black MSM are half as likely to be taking ART as 
HIV-positive white MSM.”

The five-year-old National Black Gay Men’s 
Advocacy Coalition was created by black gay leaders 
in the United States to advance policy initiatives that 
would tackle this problem, and the recent data are 
a call to arms for the very same community leaders, 
says Cornelius A. Baker, a senior policy advisor for 
the National Black Gay Men’s Advocacy Coalition 
in Washington, DC. Baker also was appointed to the 
Presidential Advisory Council on HIV/AIDS in 2009, 
and he is a senior communications advisor for the 
Center on AIDS & Community Health, FHI360, in 
Washington, DC.

The rise in HIV infections among MSM of color 
can be directly connected to the way federal politics 
have stigmatized gay and bisexual men and HIV pre-
vention messages targeting them, Baker says.

“It’s due to the [Jesse] Helms amendment where 
we couldn’t focus HIV prevention efforts in a specific 
way,” he explains.

Sen. Jesse Helms convinced the U.S. Congress in 
1987 to prohibit the use of federal tax dollars for 
AIDS education materials that promote or encourage 
homosexual activities.

“Basically the ‘no promo homo’ amendment did 
not allow us to address sexual health and sex needs 
in a comprehensive platform for gay men,” Baker 
says. “As a result, we saw an increase in HIV among 
all gay men, but with the most startling increase 
among young, black gay men.”

In addition, the funding programs focused on 

MSM of color need HIV
men’s health leadership
Their infection rates are up

Young black men who have sex with men (MSM) 
had a 48% increase in new HIV infections 

between 2006 and 2009, according to the latest data 
reported by the Centers for Disease Control and 
Prevention (CDC) of Atlanta, GA.

“Greater than one-fourth of all new HIV infec-
tions in 2009 — 29% — were among young MSM, 
and it is largely driven by a sharp, statistically signifi-
cant rise among black MSM,” says Donna McCree, 
PhD, MPH, RPh, associate director for health 
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young black and Latino gay men has been inad-
equate, Baker says.

“This population is largely out of the health care 
system,” he says. “They’re getting infected at an earli-
er age, both in families and communities, and there’s 
not a lot of discussion about that.”

The population has high unemployment and is 
subject to cultural stigmas. Since these young, black 
MSM come of age in an environment that already 
has a high level of HIV and other sexually-trans-
mitted diseases, they are at greater risk of becoming 
infected with each sexual encounter.

Simply telling young men to not have unprotected 
sex is a flawed strategy, Baker notes.

“Everyone has known about HIV for 30 years, 
but everybody has known that smoking can give you 
lung cancer for 50 years,” he says. “And yet one-
quarter of our population still smokes.”

Greater awareness is not the answer; the solution 
is to provide comprehensive health care access to 
these marginalized young men, and training doctors 
to speak directly to them about sexual risks, he adds.

“We just had a report come out from the National 
Medical Association, and in that study it showed that 
a majority of black physicians were hesitant about 
discussing HIV infection with their patients because 
they felt it represented a judgment on a person’s 
sexuality or was stigmatizing their behaviors,” Baker 
says. “So you have doctors subject to the same social 
stigmas, which are preventing them from asking a 
17-year-old young man if he ever slept with another 
man and whether he wants a condom.”

Increased testing and treatment access are the only 
way the epidemic can be conquered, he notes.

“Accessing appropriate treatment is a challenge 
especially since the epidemic is spreading most rap-
idly in the South, and most southern states right now 
have ADAP waiting lists, which is the primary access 
to treatment for this population,” Baker says.

The CDC’s initiative to increase HIV testing is 
a good first step, but it has to be followed up with 
building up a highly skilled network of organizations 
across the country that can serve young black gay 
men, Baker says.

These could include Title 10 community health 
centers, which are a natural resource for reproduc-
tive health and should be more engaged in the health 
and welfare of young men who are sexually active, he 
notes.

Plus there should be federal funding of research 
that will provide answers to why the epidemic is 
expanding among young MSM of color and what 
will work to stop the growth.

“There’s a lot of speculation about why the epi-

demic is taking such a burden in this population, and 
we don’t have all the answers, so we need to know 
more about why it is happening,” Baker says.

“There has to be a real deliberate engagement 
about interrupting the epidemic in this population at 
the same level there was in interrupting mother-to-
child transmission in the U.S.,” he adds. “It took a 
lot of effort and work.”

The CDC is involved in community mobilization 
efforts and getting partners involved, including the 
National Urban League and the NAACP, McCree 
says.

“We want to see what’s going on with young 
black men so we can have an impact on this prevent-
able epidemic,” she adds.  n

Cephalosporin-resistant 
Gonorrhea: It’s Just a 
Matter of Time

By Stan Deresinski, MD, FISDA

Synopsis: Cephalosporin “MIC creep” in Neisseria 
gonorrhoeae is occurring in the United States, with 
full-fledged resistance to follow.

Sources: Centers for Disease Control and 
Prevention (CDC). Cephalosporin susceptibility 
among Neisseria gonorrhoeae isolates — United 
States, 2000 — 2010. MMWR Morb Mortal Wkly 
Rep 2011;60:873-877.

By 2007, the prevalence of fluoroquinolone resis-
tance among N. gonorrhoeae had become so 

widespread in the United States that the CDC rec-
ommended against use of drugs of that class in the 
treatment of gonorrhea. When the CDC updated its 
guidelines for the treatment of sexually transmitted 
diseases in 2010, they noted that, at that time, the 
only class of antibiotics acceptable for empiric treat-
ment of gonorrhea were cephalosporins. However, 
they also noted that approximately 50 cases of failure 
of oral cephalosporins (cefixime is recommended for 
oral therapy in the United States) had been reported 
worldwide, with most having occurred in Asia. One 
possible case of failure of cefixime therapy in Hawaii 
had, however, been reported. While cephalosporins 
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still generally remain effective for treatment of gonor-
rhea in the United States, CDC has now documented 
“MIC creep” of N. gonorrhoeae, a harbinger of 
worse to come. 

An average of almost 6,000 isolates from male 
urethras recovered at U.S. sentinel sites were tested 
against each year from 2000-2010 and the propor-
tion of isolates with cefixime MIC ≥ 0.25 µg/mL and 
ceftriaxone with MIC ≥ 0.125 µg/mL was examined. 
Reduced susceptibility to these antibiotics is defined 
by CLSI as an MIC > 0.5 µg/mL; there are no defined 
breakpoints for resistance defined for N. gonor-
rhoeae. 

The percentage of isolates with cefixime MIC ≥ 
0.25 µg/mL increased from 0.2% to 1.4% during 
2000-2010 (P < 0.001), while those with ceftriaxone 
MIC ≥ 0.125 µg/mL increased from 0.1% to 0.3% 
during 2000-2010 (P = 0.047). In the Western region 
of the United States, the proportion of isolates with 
cefixime MIC ≥ 0.25 µg/mL increased from 0% to 
3.3% (P < 0.001), and the percentage of isolates with 
ceftriaxone MICs  ≥ 0.125 µg/mL increased from 0% 
to 0.5% (P < 0.001). This reduced susceptibility was 
most marked in Honolulu, with cefixime MICs ≥ 
0.25 µg/mL, increasing from 0% in 2000 to 7.7% of 
isolates in 2010 (P < 0.001). In California, the com-
parable results were 0% in 2000 and 4.5% in 2010 
(P < 0.001). An increase in ceftriaxone MICs also 
was observed in California (0% in 2000 and 0.6% 
in 2010; P = 0.001). Overall in the United States, 
reduced susceptibility was more marked among men 
who have sex with men (MSM) than in others (see 
Figure 1). Although azithromycin resistance has been 
previously reported, isolates in this study remained 
susceptible to this azalide. 

Commentary 

The pattern of reduced susceptibility to cephalo-
sporins noted by CDC is eerily reminiscent of the 

pattern observed with fluoroquinolones before full 
resistance emerged in N. gonorrhoeae. Thus, these 
data are almost certainly a harbinger of continu-
ing evolutionary change in this organism in the face 
of b-lactam exposure that will eventually lead to a 
high prevalence of full-fledged resistance to cephalo-
sporins. The emergence of reduced susceptibility to 
cefixime surely predicts that ceftriaxone will follow. 
This is problematic, since agents from this class are 
currently critical to effective therapy of gonorrhea 
and no other effective antibiotic treatment options 
that have been well-studied are currently available.

CDC now recommends treating uncomplicated 
gonorrhea with ceftriaxone 250 mg intra-muscularly 
and azithromycin 1 g by mouth. Patients should 
undergo test-of-cure and cultures, rather than just 
nucleic acid amplification tests, obtained from those 
with possible treatment failure so that antibiotic sus-
ceptibility can be determined. Patients with cefixime 
treatment failure should be re-treated with 250 mg 
ceftriaxone intramuscularly and 2 g azithromycin 
orally.  n

Figure 1. Percentage of gonorrhea isolates with cefixime MICs ≥ 0.25 μg/ml and ceftriaxone MICs ≥ 0.125 
μg/ml, by sex of sex partner — Gonococcal Isolate Surveillance Project, United States, 2000-2010. 
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HIV prevention in
serodiscordant pair

By Dean L. Winslow, MD, FACP, FIDSA
Chief, Division of AIDS Medicine, Santa Clara 

Valley Medical Center;  
Clinical Professor, Stanford University School of 
Medicine

Dr. Winslow is a speaker for GSK and a con-
sultant for Siemens Diagnostics.
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Synopsis: A total of 1,763 couples serodis-
cordant for HIV-1 infection were enrolled in 
this prospective trial. HIV-1-infected patients 
with CD4+ lymphocyte counts between 350 
and 500 cells/mL were randomized to receive 
either immediate therapy or have antiretroviral 
therapy deferred until either onset of HIV-related 
symptoms or decline in CD4+ count. At the time 
of this analysis, 39 HIV-1 transmissions were 
observed and 28 were virologically linked to the 
infected partner. Of these, only 1 occurred in the 
early therapy group..

Sources: Cohen MS, et al. Prevention of HIV-1 
infection with early antiretroviral therapy. N 
Engl J Med 2011 July 18; Epub ahead of print

A total of 1,763 HIV-1 serodiscordant couples 
in nine countries with the infected partner hav-
ing CD4+ counts of 350-500/mL were random-
ized 1:1 to early (immediate) vs. delayed (CD4+ 
had declined to ≤ 250/mL or after development 
of an AIDS-related illness) antiretroviral therapy 
of the infected partner. Fifty-four percent of the 
subjects were from Africa; 50% of the infected 
partners were men; 97% of couples were hetero-
sexual; and 94% were married. 

As of February 2011, after a median follow-
up of 1.7 years, a total of 39 HIV-1 transmis-
sions were observed. Sequencing of the pol genes 
from linked cases showed that 28 were virologi-
cally linked to the infected partner. Of these 
linked transmissions, only 1 occurred in the 
early therapy group. Early antiretroviral therapy 
also resulted in fewer primary clinical endpoints 
(occurrence of pulmonary TB, severe bacterial 
infections, a WHO stage 4 event or death) in the 
HIV infected partners. 

Commentary 

This is a very important study, which conclu-
sively shows that early initiation of antiretro-
viral therapy reduces transmission of HIV-1 in 
serodiscordant couples. Consistent with previ-
ous studies, high viral load at baseline predicted 
HIV-1 transmission. In the early treatment 
group, 89% of patients had plasma HIV RNA 
< 400 copies/mL after 3 months of treatment. 
The study has obvious direct relevance to HIV 
prevention efforts and, even in the absence of 
formal cost-benefit analyses, provides additional 
justification for universal implementation of 
early antiretroviral therapy in the developing 
world.  n

Research explores
at-home HIV testing

While only one company has received Food 
and Drug Administration (FDA) approval 

for an HIV home collection-test system that 
requires users to collect a blood specimen, then 
mail it to a laboratory for professional testing, no 
test kit is available to allow consumers to inter-
pret test results at home. Other companies are 
seeking FDA approval for such tests for over-the-
counter (OTC) use.

The sole home collection test system approved 
by the FDA is marketed as “The Home Access 
HIV-1 Test System” or “The Home Access 
Express HIV-1 Test System.” It is manufac-
tured by Home Access Health Corp. of Hoffman 
Estates, IL. Persons who take the test, approved 
by the FDA in 1996, receive results in 3-7 days by 
calling a toll-free number.

Chembio Diagnostics of Medford, NY, has 
begun studies required for submission of an inves-
tigational device exemption to the FDA for its 
Sure Check Rapid HIV Test as a first step toward 
over-the-counter product approval. The test is 
marketed to professional laboratories by Alere of 
Waltham, MA, as Clearview Complete HIV 1/2, 
says Lawrence Siebert, Chembio’s chief executive 
officer.

Chembio’s test uses a barrel system with a 
sample port at one end of the barrel that houses a 
HIV test strip. The blood sample enters the barrel 
simply by touching the sample port to the finger-
tip pricked with a provided safety lancet. The bar-
rel technology confines the sample and reagents 
and, thereby, minimizes potential exposure to the 
user or other parties.

Chembio must complete two studies to accom-
pany its device exemption request, one which is 
a market study of the test’s intended users. If the 
FDA approves the investigational device exemp-
tion, a Phase II trial will commence in early 2012, 
says Siebert.

OraSure Technologies of Bethlehem, PA, has 
begun a clinical trial of its OraQuick Rapid HIV-
1/2 test to gain FDA approval for OTC sale. 
The company received an investigational device 
exemption from the FDA in November 2010. In 
the clinical trials, individuals will conduct unsu-
pervised oral fluid self-testing using the investi-
gational OTC version of the OraQuick Advance 
Rapid HIV-1/2 test.

Home-use kits are now in place for testing 
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fecal occult blood, glucose, cholesterol, and preg-
nancy. However, there are no tests yet approved 
to test for infectious diseases in the home environ-
ment.  

Goal: More will know

At-home testing might be one way to help 
achieve the one of the major goals of the National 
HIV/AIDS Strategy: to increase from 79% to 90% 
the percentage of people living with HIV who 
know their serostatus by 2015.1

What are the benefits of at-home testing? 
“About 25% of individuals in North America and 
Canada and about 70% worldwide, are unaware 
of their serostatus,” says Nitika Pant Pai, MD, 
MPH, PhD, assistant professor of medicine in the 
Division of Clinical Epidemiology and Infectious 
Diseases at McGill University in Montreal, 
Quebec, Canada. “So those individuals who desire 
and do not wish to get tested in centers and desire 
confidentiality can get to know their status in the 
comfort of their home.”

Pai, whose research has focused on point-of-
care diagnostics and assessing the impact of treat-
ment regimens in HIV/AIDS and related co-infec-
tions, sees at-home testing as a way for people to 
know their status and then act on it.

What are some of the potential disadvantages 
of at-home testing? Because rapid tests are anti-
body-based, they are unable to detect acute infec-
tion, notes Pai. In instances in which a patient 
might suspect a risky exposure but obtains a 
negative test result, he or she will need to consider 
additional blood-based confirmatory testing and 
post-test counseling, she notes.2

Building in a strategy to link at-home testers 
with post-testing counseling will be an important 
part of self-testing, says Pai. Post-test counseling 
provides triage to care, social support, prevention 
services, prevention of adverse psychological out-
comes, and risk of suicide and litigation.2

Testing without the presence of a health care 
professional or a counselor can prove to be stress-
ful. Developers of at-home tests will need to incor-
porate links to counseling services to help test 
users accurately understand and comprehend the 
implications and interpretations of a test result. 
Such links will be important in helping at-home 
testers deal with reactive, false-positive/-negative, 
or indeterminate test results.2

“Most of these self-tests are preliminary tests; 
they are accurate, but they do not detect acute 
infection, so you have to get a confirmatory test 

if you suspect a recent unprotected exposure,” 
emphasizes Pai. “In cases where you get a posi-
tive test, it is extremely important to contact the 
healthcare provider or the nearest available coun-
selor for seeking confirmatory testing and post-
test counseling.”

REFERENCES

1. White House Office of National AIDS Policy. National 

HIV/AIDS Strategy. Fact sheet. Accessed at http://www.aids.
gov/federal-resources/policies/national-hiv-aids-strategy/nhas-
fact-sheet.pdf.
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New condoms eyed
for men, women

A California-based company is looking at new 
condom designs, including a male non-rolled 

silicone condom, a female silicone condom, and 
a silicone condom designed specifically for recep-
tive anal intercourse. All three designs of Origami 
condoms are in early research stages at Culver 
City, CA-based Strata Various Product Designs. 

The Origami Male Condom is a unique, non-
rolled, one-size-fits-all condom, made of bio-
compatible silicone, says Ray Chavez, project 
coordinator. It is designed to help resolve many 
of the issues that have prevented the rolled latex 
condom to be used consistently and correctly, 
he notes; for example, its non-rolled design will 
allow a quick, easily managed donning pro-
cedure. The focus of the new design is aimed 
at providing pleasure for both partners while 
affording increased safety and protection, he 
notes.

“Pre-clinical testing at a leading independent 
microbiology lab showed the material was 100% 
viral impermeable, compared with one of the 
leading brand of latex condoms, which had a 
5% failure for viral permeability,” states Chavez. 
“This test was repeated with pinholes punctured 
into the condom walls, and the results were again 
100% viral impermeable in both directions with 
the silicone prototype.”

A pilot study of the male condom was 
conducted in 2005 by the California Family 
Health Council in Los Angeles. The device was 
further developed in research and development 
for a subsequent Phase I feasibility & accept-
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COMING IN FUTURE MONTHS
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shows decline in HIV 
infections
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to show positive out-
come

n Clinicians discuss new 
strategies to use with 
older patients 

n A treatment adher-
ence best practice

ability study by the council, scheduled to begin in 
August 2011. The National Institutes of Health 
contributed funds toward the Phase I trial, says 
Chavez.

The Origami female condom is designed with 
a no-fumble insertion method, part of a patent-
pending feature based on a user-friendly telescop-
ing design. The condom is inserted as a small 
dome-shaped cap that lodges in the vagina. The 
condom then deploys to its full length at the 
start of intercourse. Phase I testing also is sched-
uled for 2011 at the San Francisco office of RTI 
International. (Read more about the female con-
dom; see the Contraceptive Technology Update 
article, “Female condoms hit the spotlight — Will 
U.S. women see more options?” May 2011, p. 
49.) 

Phase 1 testing has begun at the Boston-based 
Fenway Institute Research Center for the Origami 
R.A.I. Condom, an inserted, dedicated device 
designed for receptive anal intercourse. The 
active male partner does not need to wear a male 
condom at all, thus simulating the sensation of 
sex without a condom, explains Chavez. It is the 
first condom ever designed for this use, he states.    

More designs equals more use?

Will these new condom designs offer more 
choices for different “endowments”? asks 
Anita Nelson, MD, professor in the Obstetrics 
and Gynecology Department at the David 
Geffen School of Medicine at the University of 
California in Los Angeles. Men’s penile dimen-
sions vary widely, and the size limitations of 
condoms impede condom use, points out a recent 
editorial co-authored by Nelson.1

According to a 2010 study, men who report 
wearing poorly-fitting condoms are more likely 
to remove condoms before penile–vaginal sex.2

Men with ill-fitting condoms reported much high-
er rates of multiple problems including condom 
breakage and slippage, more difficulty for either 
partner to achieve orgasm, diminished pleasure 
for both partners, penile irritation, difficulty with 
or lost erection, early removal of condom, and 
condom drying out during sex.2 (CTU reported 
on the study; see “Study shows condom fit 
impacts its usage,” June 2010, p. 64.)

Findings from the largest nationally representa-
tive study of sexual and sexual health behaviors 
ever fielded give reproductive health clinicians 
a window on current condom usage.3 In the 
study, a national probability sample of 5,865 

U.S. adolescents and adults ages 14 to 94, con-
dom use was highest among unmarried adults, 
higher among adolescents than adults, and higher 
among black and Hispanic individuals when 
compared with other racial groups.3

In looking at adolescents who participated 
in the study, researchers report condom use for 
penile-vaginal intercourse was reported for a 
majority of events.4 However, in looking at men 
and women above age 50, researchers found 
low rates of condom use, despite the fact that 
20-30% remained sexually active into their 80s.5

“Although these individuals may not be as 
concerned about pregnancy, this suggests the 
need to enhance education efforts for older 
individuals regarding STI [sexually transmitted 
infection] risks and prevention,” said Michael 
Reece, PhD, MPH, director of the Center for 
Sexual Health Promotion in Bloomington-based 
Indiana University’s School of Health, Physical 
Education, and Recreation in a statement accom-
panying the research.
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CNE/CME OBJECTIVES & INSTRUCTIONS

The CNE/CME objectives for AIDS Alert, are to help 
physicians and nurses be able to:
• Identify the particular clinical, legal, or 
scientific issues related to AIDS patient care;
• Describe how those issues affect nurses, physicians, 
hospitals, and clinics;
• Cite practical solutions to the problems associated 
with those issues.  
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1. Read and study the activity, using the provided 
references for further research.
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the end of the semester. First-time users will have to 
register on the site using the 8-digit subscriber num-
ber printed on their mailing label, invoice or renewal 
notice. 
3. Pass the online tests with a score of 100%; you will 
be allowed to answer the questions as many times 
as needed to achieve a score of 100%. 
4. After successfully completing the last test of the 
semester, your browser will be automatically direct-
ed to the activity evaluation form, which you will 
submit online. 
5. Once the completed evaluation is received, a 
credit letter will be e-mailed to you instantly.  
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CNE/CME QUESTIONS
1. Data from the Centers for Disease Control and 

Prevention (CDC) show that black women are what 
times more likely to become infected with HIV than 
white women?
A. 4 times more likely
B. 11 times more likely
C. 15 times more likely
D. 17 times more likely

2. Under the CDC’s new HIV prevention strategy that 
is focusing on proven, scalable, high-impact pre-
vention strategies, which of the following preven-
tion initiatives are considered a good example of 
this approach?
A. HIV testing
B. Condom distribution
C. Prevention for positives
D. All of the above

3. Young black men who have sex with men (MSM) 
had a sharp increase in new HIV infections between 
2006 and 2009, according to the CDC. What was the 
increase?
A. 29%
B. 36%
C. 42%
D. 48%




