
Federal and private groups highlight
HIV epidemic among African Americans

Nearly half of new infections are among blacks

The Centers for Disease Control and Prevention is joining AIDS
service organizations (ASOs) and other groups in launching a
new campaign to fight the epidemic in African American 

communities.
One effort will be the Test One Million campaign by the Black AIDS

Institute of Los Angeles, CA. The institute is in collaboration with civil
rights organizations across the United States. It will be launched on
National HIV Testing Day in June.

“Our goal is to screen one million African Americans over the next
year,” says Phill Wilson, chief executive officer of the Black AIDS
Institute. (See story about neglect and the domestic epidemic, p. 51.)

“We’re partnering with celebrities and will be promoting HIV testing
and screening — normalizing HIV testing in our community,” Wilson
says. “We want to increase the number of people who know their status
and increase the number who get into treatment.”

The CDC is expanding its efforts to work with the African American
community and others most affected by the epidemic, says Richard
Wolitski, PhD, acting director for the division of HIV/AIDS prevention.

The CDC recently focused on one aspect of the epidemic’s impact on
African Americans with a report in the Morbidity & Mortality Weekly
Report (MMWR) about the epidemic in Mississippi.

“With the MMWR report we’re focusing specifically on the risk and
experiences of young black men who have sex with men [MSM],”
Wolitski says. “Those experiences and reflect some of the larger chal-
lenges we see in the African American community.”

The MMWR report details HIV infection rates among young black,
HIV-infected MSM in Jackson, MS, and it found that they readily
engaged in high risk behaviors and had been unrealistically optimistic
about their risk of infection.1

The report also noted that from 2001 to 2006, the number of
HIV/AIDS cases increased by 93% among young black MSM in 33 states.
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And there were more new AIDS cases among
black MSM in the South than in all of the other
U.S. census regions combined.

“We conducted surveys with HIV-infected
young black men who have sex with men, and
we found 38% of them had not received HIV
testing annually, as is recommended for MSM,”
says Alexandra Oster, MD, an epidemic intelli-

gence service officer and lead author of the
MMWR report on black MSM in Mississippi.

The epidemic has spread throughout the
African American community partly due to the
impact of a fairly insular sexual network.

Stigma spells silence 

“Black MSM are more likely to have sex with
other black MSM, who we know are more likely
to be infected with HIV, and many don’t know
their HIV status,” Oster says. “Homophobia and
stigma about HIV play a role in this community
and they can lead to difficulty in addressing
issues related to HIV prevention and testing.”

Also, socioeconomic issues, like poverty and
lack of access to quality health care complicate
HIV prevention efforts in the African American
community, she adds.

To address those challenges, the CDC is trying
to support community leaders to mobilize
against HIV/AIDS, he adds.

“We’ve been working with more than 200
leaders in the African American community,
including Julian Bond from the NAACP and
Jesse Jackson, and we’re working with the
National Urban League leaders, and others to
increase their awareness of HIV/AIDS in the
black community and to promote testing, as
well,” Wolitski says.

“It’s really critical that community members
appreciate the impact that this epidemic is con-
tinuing to have in the United States and particu-
larly among African Americans,” he adds. “The
burden of HIV among African American commu-
nities is staggering, and we cannot allow this cri-
sis to continue.”

CDC data show that 45% of new HIV infec-
tions in the United States are among African
Americans, even though they represent only 12%
of the population.

“Twenty-five thousand African Americans
become infected with HIV each year, and the rate
of new HIV infection among blacks is seven
times higher than the rate among whites,”
Wolitski says.

The CDC’s latest estimates of the lifetime risk
of HIV infection among black Americans are
astounding, he adds.

“One in 16 black men will be diagnosed with
HIV during their lifetime, and for black women
the CDC estimates that one in 30 will be diag-
nosed with HIV within their lifetime,” Wolitski
says. “There are hardly words to describe that
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sort of impact.”
These statistics are particularly disturbing

because the disease is preventable, and transmis-
sion risk can be greatly reduced if people know
they are infected, Wolitski says.

“But we know that not everyone who is at risk
is getting tested and not everyone who is at risk
is being reached by HIV prevention services,” he
adds.

Delayed diagnosis

Early testing and prevention services are linked
with another trend in the African American com-
munity of diagnosis during later stages of disease
progression.

African Americans infected with HIV continue
to be diagnosed late, often after they’ve devel-
oped comorbidities related either to their disease
or their age, one long-time HIV physician and
expert notes.

“The late entry, unfortunately, is still the case,”
says Ellen Tedaldi, MD, professor of medicine
and director of the HIV program at Temple
University in Philadelphia, PA.

“One of the challenges of HIV for African
Americans is the multiple health-related and psy-
chosocial-related issues,” Tedaldi says. “Many of
the patients — especially the older African
American patients — have other medical dis-
eases, including kidney disease, hypertension,
and diabetes.”

In Tedaldi’s 25 years of working with
HIV/AIDS patients, she has dealt with many of
the obstacles to battling the epidemic in the
African American community. (See story about
clinical management of HIV among African
Americans, pg. 53.)

One of the bigger challenges is psychological,
she says.

“The psychological challenges seem to be par-
ticularly difficult in terms of disclosure and sup-
port systems,” Tedaldi says.

This challenge includes the disease’s stigma
within the community, which until recently has
made it difficult to for HIV providers to forge
partnerships with community organizations, she
explains.

“Within the community where we practice
there has been a first-time-ever connection made
with the community agencies and churches,”
Tedaldi says. “There’s a focus and real push to
get tested and to know your status, and there
seems to be some response to this.”

Another hopeful sign has been President
Barack Obama’s public words and focus on the
domestic HIV/AIDS epidemic, which could help
to lift the disease’s stigma, she adds. (See related
story, p. 54.) 

For these and additional reasons, the CDC and
other groups are renewing efforts to promote
HIV testing among African Americans.

The CDC recently added two new interven-
tions for African American women, two new
interventions for minority youth, and one new
intervention for black MSM to its arsenal of evi-
denced-based HIV prevention interventions.

Also, the CDC has expanded the Take Charge -
Take the Test campaign, which is designed to
increase HIV testing among African American
women. In a pilot study of the campaign, it
demonstrated an increase in HIV testing in this
population of nearly 70%, according to CDC data.

And the CDC implemented last year a new
testing initiative that allocates $70 million to state
and local health departments to increase testing
opportunities for African Americans.

The CDC’s initiatives and the Black AIDS
Institute’s Test One Million campaign are not
groundbreaking campaigns, but advocates and
others say they are optimistic that the public pol-
icy is at a turning point, and the epidemic’s
destructive course can be reversed.

“I definitely think we have reached the point
where we have the potential to change the trajec-
tory of the AIDS epidemic in this country,”
Wilson says. “We could talk about ending it —
not eradicating the virus — but ending the epi-
demic as we know it in the next five to 10 years.”

Reference

1. HIV infection among young black men who have sex
with men — Jackson, Mississippi, 2006-2008. MMWR.
2009;58(4):77-91. ■

Years of neglect, misguided
policies have led to crisis
CDC has more initiatives in the works

The HIV/AIDS epidemic has wreaked havoc
among African American communities in the

United States in the past decade, and the govern-
ment’s slow response is partly to blame, one



AIDS advocate says.
“It’s true that the last eight years in particular

have not been happy times for black people with
regard to HIV/AIDS, says Phill Wilson, chief
executive officer of the Black AIDS Institute of
Los Angeles, CA.

In the Centers for Disease Control and
Prevention’s February, 2009 report on “Fighting
HIV among African Americans,” the estimated
rate of new HIV infections among black men in
the United States is 115.7 per 100,000 population.
This is compared with the estimated rate of new
HIV infections among white men of 19.6 per
100,000 population.

The same report states that AIDS is the leading
cause of death among black women, aged 25 to
34, and it’s the second leading cause of death
among black men, aged 35 to 44.

“The tragedy is some of our AIDS policies
over the last eight years have done harm, like
prohibiting needle exchange and preventing DC
from using their own money for needle
exchange,” Wilson says.

Also, the Bush administration took money
from comprehensive AIDS prevention programs
and directed it to abstinence-only programs that
studies have shown do not work, Wilson adds.

“We know now that some of the policies have
not only been ineffective, but have exacerbated
the problem,” he adds.

And the policies have particularly been harm-
ful to the black community, Wilson says. “Today,
AIDS in America is a black disease, and nobody
wants to talk about that, admit it, or own it,” he
says.

Wilson points out that in Washington, D.C.,
HIV statistics that mirror the epidemic in some
parts of sub-Saharan Africa.

“It’s a generalized epidemic,” Wilson says. “In
D.C., 4% of black people and 7% of black men
are HIV positive, and 10% of blacks, ages 40 to 49
are HIV positive.”

Also, the CDC was not invested initially in
getting African American institutions involved in
addressing the epidemic, and black institutions
were slow to respond to the AIDS epidemic,
Wilson says.

“HIV in the black community has not been
important to our society as a whole as it was
when people perceived that the people who were
getting sick were white gay men,” he adds. “We
have seen a decline in resources committed to
fighting HIV over the last number of years.”

This might change now that President Barack

Obama has set a tone about HIV/AIDS that is
important and helpful to fighting the domestic
epidemic, Wilson says.

“I think his leadership will make all the differ-
ence in the world in addressing this issue,” he
notes. “As a candidate, he made sure HIV was on
the agenda, and early on he made a commitment
that he would develop a national AIDS strategy.”

Also, Obama lifted the needle exchange ban
and has called for more prevention funding.

‘Own the epidemic’

Even if the federal government increases fund-
ing and pays more attention to the epidemic in
the black community, there will need to be
changes in how black institutions and churches
treat the epidemic, as well.

“We have to get black Americans to own the
epidemic, and every black institution in America
should be encouraged to have an AIDS plan,”
Wilson says. “The good news is the major black
institutions have developed national AIDS strate-
gies now.”

Major civil rights organizations, the NAACP,
the National Urban League, and the Southern
Christian Leadership Conference traditionally
have set the tone of what black America thinks is
important, Wilson says.

“There is a movement that has been brewing
over the last few years, but now we’re at a criti-
cal point that if these institutions have an honest
partner [in the federal government], and they
haven’t in the last eight years, then we have the
potential of changing direction,” Wilson says.

The issue now is to decide what to do to turn
things around.

“We need a new social marketing campaign
that encourages people to get tested and uses
triage to get them into care,” Wilson suggests.
“So the Black AIDS Institute is advocating a Test
One Million campaign to screen one million
African Americans over the next year.”

Hopes are that the campaign will identify
between 20,000 and 30,000 HIV cases and
increase knowledge about HIV status in the black
community, he adds.

For its part, the CDC has formed partnerships
with African American leaders through its
Heightened National Response to the HIV/AIDS
Crisis among African Americans (HNR). The
CDC is devoting more than half of its prevention
budget to efforts in the black community.1

“We’ve seen a great response from African
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American leaders, and I think the leaders are see-
ing the impact the epidemic is having among
African Americans and are stepping up to take
action and increase attention to this issue,” says
Richard Wolitski, PhD, acting division director
for the CDC’s division of HIV/AIDS prevention.

“We’re going to be getting ready in the near
future to roll out some new efforts that will
intensify these efforts between the CDC and
leaders of major organizations in the African
American community,” Wolitski says.

“We do have some things on the horizon that
will be fairly substantial, and we hope will lead
to further increasing the response within the
African American community,” he adds.

Some of the CDC’s recent prevention initiatives
have included expanding the number of proven
interventions for black MSM and women, expand-
ing HIV screening in labor and emergency depart-
ments, providing rapid testing and prevention
services at a range of African American communi-
ty settings, including churches, black universities,
and minority gay pride events, and developing a
social marketing HIV testing campaign to encour-
age regular testing among black MSM.1

“The CDC is currently conducting research to
develop and test new interventions for black
MSM, and we’re also getting ready to launch a
million dollar campaign that will promote regu-
lar HIV testing among black MSM between the
ages of 18 and 25,” Wolitski says. “This is going
to be an Internet-based campaign that has been
developed with input from a group of communi-
ty representatives and individuals with a long
history of conducting HIV prevention with black
men who have sex with men.”

Reference

1. Fighting HIV among African Americans. CDC Media
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Clinical management of
African-American patients
Number one issue is inherited resistance

When HIV clinicians manage the care of
African-American patients with HIV/AIDS

they must consider several issues that often crop
up with this population, a long-time HIV physi-

cian says.
“The number one issue for me in terms of

what dictates what agents to use is inherited
resistance,” says Ellen Tedaldi, MD, director of
the HIV program at Temple University in
Philadelphia, PA. Tedaldi has worked with HIV
patients since 1984, and she recently spoke about
clinical management of HIV infection at the 2009
National Conference on African-Americans and
AIDS, held Feb. 23-24 in Philadelphia, PA.

“We still have 10 to 15% of newly-diagnosed
patients who may be resistant to one or two of
the current agents,” Tedaldi says.

“The other consideration is because of late diag-
nosis,” she adds. “If you’re also treating patients
for a related HIV complication, the question comes
in about timing: When do you start them on spe-
cific HIV therapy relative to the treatment of
opportunistic infections or complications?”

The new opportunistic infections (OIs) treat-
ment guidelines, published March 24, 2009. in
the Morbidity and Mortality Weekly Report
(MMWR), offer some new recommendations,
Tedaldi notes. 

Treatment guidelines are not ethnic specific,
but HIV clinicians often will see African-
American patients with late presentation of the
disease, and so the OI recommendations are per-
tinent to their care, she adds.

Also, most of the women patients Tedaldi and
most HIV clinicians see are African-Americans of
childbearing years, and for this population clini-
cians will need to consider the potential for an
unplanned pregnancy which could impact which
drug to use.

Clinicians generally should discuss with
patients the potential for having higher rates of
symptoms when they start antiretroviral therapy,
Tedaldi suggests.

“It’s more of a challenge to get through the ini-
tial period of starting treatment because they’re
often symptomatic and sick,” she explains.

And patients will be taking both antiretroviral
medications and pills for their OIs, she adds.

Psychological issues

Another challenge involves the patient’s psy-
chological care, particularly in terms of disclo-
sure and support systems, Tedaldi says.

“We have an on-site case manager and have a
team approach, so usually a patient works with
both a physician and a nurse practitioner, as well
as the case manager,” Tedaldi explains. “We try



to provide an initial support team for that
patient, especially if they’re struggling with the
beginning of the diagnosis and disclosure to
partners and family.”

HIV clinicians working with African-American
populations also should be aware of a rise in HIV
diagnoses among men who have sex with men
(MSM), Tedaldi notes.

“The group we see with an incredible increase
in diagnoses is men who have sex with men in
the African-American community,” she says. “I
can see in my own clinic the rate of sexually-
transmitted diseases (STDs) in the last year or so
has increased.”

Two factors contribute to this trend: “The digi-
tal divide doesn’t exist,” Tedaldi says. “Cell
phones, internet connections, text messaging,
allow people to call someone, text them, go on-
line and meet up.”

The other contributing factor is social network-
ing among an insulated black MSM group that
also copes with social stigma within their larger
African American community, she adds.

For women infected with HIV, contributing
factors include mental health issues and early
trauma experiences, Tedaldi says.

“The women deal with sexual or domestic
trauma, and one of the secondary consequences
is there are a lot of mental health issues and
resulting behavioral issues that lead to their
being infected with HIV,” she adds. ■

Obama administration
launches new HIV campaign

Every 9 ½ minutes another person in America
becomes infected with HIV, officials from the

White House, Department of Health and Human
Services and the Centers for Disease Control and
Prevention emphasized in recently launching a
new five-year national communication campaign,
Act Against AIDS. The campaign highlights this
alarming statistic and aims to combat complacency
about the HIV/AIDS crisis in the United States. 

According to CDC data released last year, about
56,000 Americans become newly infected with HIV
each year — significantly more than was previous-
ly known — and more than 14,000 people with
AIDS die each year in the United States. 

“Act Against AIDS seeks to put the HIV crisis
back on the national radar screen,” says Melody

Barnes, assistant to the President and director of
the White House domestic policy council. “Our
goal is to remind Americans that HIV/AIDS 
continues to pose a serious health threat in the
United States and encourage them to get the facts
they need to take action for themselves and their
communities.”

The campaign will feature public service
announcements and online communications, as
well as targeted messages and outreach to the 
populations most severely affected by HIV/AIDS,
beginning with African Americans, with subse-
quent phases focusing on Latinos and other com-
munities disproportionately impacted.

To help achieve widespread use of the cam-
paign messages within African American com-
munities, the Obama Administration also
announced the Act Against AIDS Leadership
Initiative (AAALI), a partnership with 14 of the
nation’s leading African-American civic organi-
zations to integrate HIV prevention into each
organization’s outreach programs. 

To promote broad use of the campaign mes-
sages, CDC is also collaborating with the Henry
J. Kaiser Family Foundation to focus on outreach
and technical assistance to the media and the
entertainment industry. 

The Act Against AIDS campaign will be sup-
ported by a CDC budget of roughly $45 million
over the next five years, as well as the efforts of
community, media and public health partners
across the country to promote and utilize cam-
paign materials and messages. 

Initial phase targets public, communities 

The first phase of the Act Against AIDS cam-
paign, called “9 ½ Minutes,” uses a series of
video, audio, print and online materials to
increase knowledge about the severity of the
HIV/AIDS crisis in the United States. The mate-
rials urge Americans to “get the facts” by going
to the Web site www.NineAndaHalfMinutes.org
as a first step toward learning how they can help
protect themselves and others. The site provides
basic education about HIV/AIDS as well as
referrals to HIV prevention and testing services
and organizations throughout the nation.

The next phase to launch will focus on African
Americans, who, by far, bear the greatest burden
of HIV in the United States. While accounting for
just 12% of the U.S. population, blacks represent
roughly half of new HIV infections and AIDS
deaths every year.  Targeted communications to
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encourage increased HIV testing among the two
groups of African Americans most severely affect-
ed, gay or bisexual men and women, will begin
shortly. Future phases of the Act Against AIDS
campaign will focus on reaching specific popula-
tions at greatest risk with HIV prevention mes-
sages tailored to meet their unique needs including
Latinos and other high-risk groups.

The Act Against AIDS Leadership Initiative
(AAALI) will work with leading organizations in
multiple sectors of the black community — civic,
business, media and education — to deliver cam-
paign messages and conduct community out-
reach activities. 

The initiative’s participants include: 100 Black
Men of America, American Urban Radio
Networks, Coalition of Black Trade Unionists,
Congressional Black Caucus Foundation, National
Action Network, National Association for the
Advancement of Colored People (NAACP),
National Coalition of 100 Black Women, National
Council of Negro Women, National Medical
Association, National Newspaper Publishers
Association, National Organization of Black
County Officials, National Urban League, Phi Beta
Sigma and the Southern Christian Leadership
Conference.

While many of the organization have long
been committed to addressing the HIV/AIDS cri-
sis among African-Americans, the new initiative
will enable each organization to support a full-
time HIV/AIDS coordinator to promote the use
of the Act Against AIDS campaign materials and
messages through the organizations’ national
and local networks; enhance their HIV preven-
tion activities; and collaborate with other AAALI
partners, members of the African American faith
community and the CDC.

The Act Against AIDS campaign is only one
component of CDC’s HIV prevention efforts for
African-American and other communities at risk,
which include tracking the course of the HIV and
AIDS crisis, conducting research to develop new
HIV prevention approaches, expanding access to
HIV testing and delivering proven prevention
programs for those at greatest risk through its
nationwide partnerships with state and local
health departments and community-based 
organizations.

(Editor’s note: For more information on Act
Against AIDS campaign and partner activities,
please visit www.aids.gov or www.cdc.gov/hiv/aaa.
For information about 9 ½ minutes, visit
www.NineAndaHalfMinutes.org.)  ■

Study of anti-HIV gel
shows promise — 
What’s the next step?
Look to upcoming results from Phase III trial 

Research findings presented at a February 2009
international conference indicate that an

investigational gel known as PRO 2000 (Indevus
Pharmaceuticals; Lexington, MA) proved about
30% effective in preventing HIV infection in
women.1 The other candidate microbicide tested
in the trial, BufferGel (ReProtect, Baltimore), did
not reduce HIV risk among women. While the
finding for PRO 2000 was not found to be statis-
tically significant, the study is the first human
clinical research to suggest that a microbicide
might prevent male-to-female sexual transmis-
sion of HIV infection.

Women’s health advocates now look to the
results of a separate, larger clinical study that
should definitively assess the effectiveness of PRO
2000 in preventing HIV infection. Sponsored by
the Medical Research Council and the Department
for International Development of the United
Kingdom, the Phase III study involves some 9,400
African women and is set to conclude in August
2009.

The trial, labeled as HPTN 035, was conducted
by the National Institutes of Health-funded
Microbicide Trials Network. The combination
Phase II/IIb clinical trial was designed to deter-
mine whether BufferGel or PRO 2000 demon-
strated sufficient promise for testing in a larger
Phase III clinical trial. Scientists did not design
the trial to compare the two microbicides to each
other, but rather to evaluate each against a place-
bo gel that contained no active ingredient and
use of no gel at all. The Phase II portion of the
study enrolled 799 women; the Phase IIb phase
involved the initial 799 participants, as well as an
additional 2,300 women. Women in the study
were assigned randomly to one of four equal-
sized treatment groups: BufferGel, PRO 2000,
placebo gel, or no gel. All women in the study
were counseled about the possible risks and ben-
efits of trial participation prior to enrollment and
were monitored closely throughout the study. In
addition, they were counseled regarding safe sex
practices, provided condoms, and tested and
treated for sexually transmitted infections
throughout the study. The study was conducted
in six sites in Africa and one in the United States.



In the final analysis, 194 women in the study
became infected with HIV. Of those infections, 36
occurred in the PRO 2000 group, 54 in the
BufferGel group, 51 in the placebo gel group, and
53 among those who did not use a gel. Based on
those findings, PRO 2000 was 30% effective, while
BufferGel had no detectable effect on preventing
HIV infection. Both microbicides were found to be
well tolerated and did not result in any significant
adverse events, researchers report.1

“We think it certainly is an encouraging piece
of news,” says Anna Forbes, deputy director for
the Global Campaign for Microbicides, an inter-
national coalition of organizations working to
accelerate new HIV prevention options, particu-
larly for women. “The trial results were not ulti-
mately statistically significant, but the subanaly-
ses certainly suggest a trend in the right direc-
tion, which is that PRO 2000 may have had some
protective effective.”

Is progress being made?

Where do the results of the current trial place
science in the development of an effective microbi-
cide? Since the concept of a microbicide first was
proposed almost 20 years ago as an HIV preven-
tion strategy that women can initiate or control,
there have been several effectiveness trials to
assess impact on HIV infection, observes Salim
Abdool Karim, MB, BCh, professor in clinical epi-
demiology at the Mailman School of Public Health
at Columbia University in New York City and
deputy vice chancellor of research and develop-
ment at the University of Natal in Durban, South
Africa. Abdool Karim, who led the HPTN 035
study as protocol chair, presented findings at the
recent Conference on Retroviruses and
Opportunistic Infections in Montreal.

Earlier microbicide trials include those of the
nonoxynol-9 (N9) sponge, N9 film, N9 gel (COL-
1492), Savvy, cellulose sulphate, and Carraguard
prior to the release of the HPTN 035 results, recalls
Abdool Karim. Unfortunately, those six products
produced disappointing results, he says; two trials
(N9 film and Carraguard) showed no impact on
HIV; one trial did not produce a meaningful result
due to lower-than-expected HIV incidence in the
study population (Savvy); and three trials suggest-
ed that the product may be harmful (N9 sponge,
N9 gel, and cellulose sulphate).

Against this backdrop, the HPTN 035 results
showed that BufferGel and PRO 2000 were safe,
observes Abdool Karim. BufferGel had no impact

on HIV prevention; PRO 2000 demonstrated a
30% reduction in HIV infection in an intent-to-
treat analysis; and the subgroup analysis provid-
ed evidence suggesting a potential protective
effect of PRO 2000. The overall 30% level of pro-
tection is modest and is not statistically signifi-
cant, says Abdool Karim. While it is a promising
signal, it is insufficient to make any conclusive
statement on PRO 2000 as a protective microbi-
cide, he notes.

“In light of the sequence of disappointing
results from the preceding six trials, HPTN 035
provides the first indication that a vaginally
applied gel may be able to protect against HIV
infection,” says Abdool Karim. “The results of
the current PRO 2000 effectiveness trial under
way are now patiently awaited; these results are
likely to determine if PRO 2000 will be able to
assume the mantle of being the first effective
microbicide.”

It is a positive development that a major study
has found a 30% protective effect against HIV
transmission when women use a vaginal agent,
says Robert Hatcher, MD, MPH, professor of
obstetrics and gynecology at Emory University in
Atlanta. The larger study of PRO 2000 now under
way will confirm, he hopes, this initial report.

The good news is that there might be a prod-
uct that a woman can use to lower her risk of
being infected with HIV, Hatcher says. The bad
news is that the results of the HPTN 035 trial
indicate the gel is found to have only a 30% pro-
tective effect. “This raises the question: Could
PRO 2000 use lead to decreased use of a far more
effective method of preventing HIV transmission:
male condoms?” Hatcher asks.

More options in line

Look for more research to emerge on other
microbicides. The International Partnership for
Microbicides (IPM), based in Silver Spring, MD, is
testing a new generation of microbicide candidates
that contain highly potent antiretrovirals that
specifically target HIV. These microbicides are
based on the same antiretroviral drugs being suc-
cessfully used in HIV treatment and to prevent
mother-to-child transmission of HIV. The IPM
announced in February 2009 that it had received 
a total of US $130 million in grants from the
United Kingdom Department for International
Development and the Bill & Melinda Gates
Foundation to pursue such product development.

IPM is eyeing use of the antiretroviral
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dapivirine in vaginal ring and gel delivery formu-
lations, says Zeda Rosenberg, ScD, IPM CEO.
Safety studies of the gel began in March 2009 in
four U.S. cities: Baltimore; Birmingham, AL;
Chicago; and Seattle. Research is expected to
expand into South Africa and other African coun-
tries once regulatory approval is received, she
reports. If successful, safety studies for dapivirine
in ring and gel formulations are geared to move
into large-scale efficacy studies in 2011, Rosenberg
states.
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Contraception safe for
HIV-positive women

Today, women account for more than one-
quarter of all new HIV/AIDS diagnoses in

the United States, according to the Centers for
Disease Control and Prevention.1 Most of those
women use some form of contraception, with
condoms as the most popular choice.2

With the advent of potent antiretroviral therapy
(ART), the outlook has greatly improved the out-
look for HIV-infected women, even those with an
AIDS diagnosis.3 Recent findings presented at the
February 2009 Conference on Retroviruses and
Opportunistic Infections indicate that HIV progres-
sion is not affected by hormonal contraception.4

While results are encouraging, more research
is needed to examine the effects of different types
of contraceptive agents on disease progression,
researchers conclude.

To perform the current analysis, researchers
from the University of Alabama at Birmingham
and the Centre for Infectious Disease Research in
Zambia studied women enrolled in nine develop-
ing countries in Africa and Asia as part of the
MTCT (Mother-to-Child Transmission) Plus
Initiative, a multicountry program of family-based
HIV care and treatment. Women who qualified for
the study were not yet on ART, were not pregnant
or were at least three months postpartum, and had

documentation of exposure to hormonal or non-
hormonal contraceptive methods. HIV disease
progression was defined as becoming eligible for
ART or death. Scientists used Cox regression and
categorized exposure by the method reported at
the time of entry into the cohort. Because some
women switched methods over time, researchers
also performed a separate time-varying analysis
where women who switched contributed person-
time to each exposure category.

The research team enrolled 5,993 women
between August 2002 and December 2006. Of these
women, 3,837 fit criteria for inclusion in the analy-
sis. At baseline, 2,577 of 3,837 reported using no or
nonhormonal contraception and 1,106 of 3,837
reported use of hormonal contraception. A further
breakdown of contraceptive users shows 800 of
1,106 used injectables or implants, and 216 of 1,106
used oral contraceptive pills.

Risk factors for HIV disease progression were
CD4 count > 200 to < 350 cells/mm3 [adjusted
hazards ratio (AHR) 5.69, 95% confidence interval
(CI) 4.83 to 6.71] and World Health Organization
(WHO) HIV Clinical Stage II (AHR 1.52, 95% CI
1.23 to 1.88) and WHO Stage III (AHR 3.46, 95% CI
2.51 to 4.75).

Researchers found that exposure to hormonal
contraceptives was not associated with HIV dis-
ease progression.

How to counsel women

Research indicates that HIV-positive women
have reproductive patterns similar to those of
HIV-negative women, with most having borne
children and many wanting children in the
future.3 What are some important counseling
messages for those women when it comes to
reversible contraception?

Highly effective, long-acting reversible birth
control methods, such as intrauterine contracep-
tion and the contraceptive implant, can be safely
used by women who are HIV-positive and
receiving medical care, says Nancy Stanwood,
MD, MPH, associate professor of obstetrics and
gynecology in the Department of Obstetrics &
Gynecology at the University of Rochester (NY)
Medical Center. Women need to hear that having
HIV still will allow them to have a successful
pregnancy with a healthy, uninfected baby, she
says. Women also need to understand that tubal
ligation is permanent surgical sterilization,
Stanwood notes. Stanwood’s research indicates
relatively high rates of tubal ligation regret in



HIV-positive women.3

The WHO Expert Working Group in 2003 con-
cluded that a woman generally can start using an
intrauterine device, even if she has AIDS, provid-
ed she is receiving ART and is clinically well, or
if she has HIV infection, or she is at high risk of
HIV infection.5

When it comes to hormonal contraception,
some studies have suggested that antiretroviral
drugs might reduce the effectiveness of hormonal
contraceptives and might increase the risk of
pregnancy.6 Because the limited number of phar-
macokinetic studies of ARTs used with combined
oral contraceptives showed positive and negative
effects on hormone levels, the Expert Working
Group placed hormonal contraceptives for users
of ART as a Category 2 (a condition where the
advantages of using the method generally out-
weigh the theoretical or proven risks.)

Clinicians should remember to stress the
importance of condoms when discussing repro-
ductive health with HIV-positive women. A
woman who is infected with HIV should use
condoms to prevent HIV transmission and to
avoid reinfection. Consistent and correct use of
condoms might compensate for any decrease in
the effectiveness of hormonal methods theoreti-
cally linked to hormonal contraceptive use.6

Spermicides are not suitable for women with
high HIV risk, HIV, or AIDS, due to research
indicating that nonoxynol-9 use is associated
with an increase in irritation, and colposcopic
and histologic evidence of inflammation.7 The
Working Group classified spermicide as Category
4 (not to be used).6 Diaphragms used with sper-
micide were classified as Category 3 (usually not
recommended) for conditions related to
HIV/AIDS.
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New hepatitis list serve 
is launched by the FDA

The Food and Drug Administration is launch-
ing a new hepatitis list serve. This new e-mail

list will provide updates on safety and regulatory
issues related to hepatitis B and C products as
they become available (rather than on a regularly
scheduled basis). 

The e-mail list is intended to give patients,
industry, academia, government agencies, and
other interested parties, one source for FDA hep-
atitis B and C related information on a variety of
topics, including: 

• product approvals,
• significant labeling changes,
• safety warnings,
• notices of upcoming public meetings,
• proposed regulatory guidance, and
• opportunity to comment.
You can subscribe to the new hepatitis e-mail

list by visiting this link: 
http://service.govdelivery.com/service/sub-

scribe.html?code=USFDA_99.  ■

FC2 female condom
receives FDA approval

The FDA granted regulatory approval to the 
FC2 female condom on March 11, 2009.

The new female condom is a lower-cost, second
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generation product manufactured by the Female
Health Company. It’s the only method available to
prevent HIV infection and unintended pregnancy
that is designed for women’s initiation.

The new female condom will sell for 30% less
than its predecessor, the FC1.

The FC2 has the same design, appearance, safe-
ty, effectiveness, and use as the FC1, but it is made
of a different material. It is made of nitrile, a syn-
thetic rubber.

Female condoms account for 0.2% of the world’s
total condom supply, and they make up 1.6% of
U.S. international condom shipments.  ■

Generic lopinavir/ritonavir
approved by FDA

On March 10, 2009, the Food and Drug
Administration (FDA) granted tentative

approval for a generic formulation of lopinavir/
ritonavir Tablets, 200 mg/50 mg, manufactured by
Matrix Laboratories, Ltd., of Hyderabad, India, for
use in combination with other antiretroviral agents
for the treatment of HIV-1 infection. 

This is a generic formulation of Kaletra Tablets,
200 mg/50 mg made by Abbott Laboratories.

“Tentative approval” means that FDA has con-
cluded that a drug product meets all required
quality, safety and efficacy standards, but is not eli-
gible for marketing in the U.S. because of existing
patents. Tentative approval, however, does make
the product eligible for consideration for purchase
outside the United States under the President’s
Emergency Plan for AIDS Relief (PEPFAR).

Effective patent dates can be found in the
agency’s publication titled Approved Drug
Products with Therapeutic Equivalence
Evaluations, also known as the “Orange Book.”

This application was reviewed under expedited
review provisions developed by FDA for the PEP-
FAR program. As with all generic applications,
FDA conducts an on-site inspection of each man-
ufacturing facility, and of the facilities perform-

ing the bioequivalence studies, to evaluate the
ability of the manufacturer to produce a quality
product and to assess the quality of the bioequiv-
alence data supporting the application prior to
granting approval or tentative approval to these
applications.

A list of all Tentatively Approved Antiretrovirals
in Association with the President’s Emergency
Plan is available on the FDA website at www.
fda.gov. ■

■ Knowing the ART of the
deal

■ New OI guidelines and
changes highlighted

■ Study highlights racism’s
impact on HIV testing

■ HIV vaccine trials enrolling
minorities run into snags

COMING IN FUTURE MONTHS

13. Centers for Disease Control and Prevention
(CDC) data show that 45% of new HIV infec-
tions in the United States are among what
group, who represent 12% of the population?
A. Asian American 
B. Caucasian
C. African American
D. Latin American

14. AIDS is the leading cause of death among
which the following groups?
A. Men who have sex with men, ages 25 to 34
B. Black women, ages 25 to 34
C. Black men, ages 35 to 44
D. Hispanic men, ages 35 to 44

15. What are the two main issues HIV clinicians
should consider when initiating treatment for
African American patients infected with HIV?
A. Comorbidities, including diabetes, hyper-
tension
B. The impact of inherited resistance and late
diagnosis
C. Opportunistic infections and drug 
interactions
D. None of the above

Answers: 13. C; 14. B; 15. B.

CNE/CMEquestions
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FDA grants approval to
generic lamivudine tablets

On March 16, 2009, the Food and Drug
Administration granted tentative approval

to a generic formulation of lamivudine tablets,
150 mg, for use in combination with other anti-
retroviral agents for the treatment of HIV-1 infec-
tion. The drug is manufactured by Alkem Labs
Ltd., of Mumbai, India.  ■

Tentative FDA approval:
Abacavir & lamivudine

On March 30, 2009, the FDA granted tentative
approval for abacavir sulfate and lamivu-

dine tablets, 600 mg/300 mg, manufactured by
Matrix Laboratories Limited of Hyberdad, India,
for use in combination with other antiretrovirals
in the treatment of HIV infection. The application
was reviewed under expedited review provisions
for the President’s Emergency Plan for AIDS
Relief (PEPFAR).  ■
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CNE/CME objectives

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, physi-
cians, hospitals, and clinics;
• Cite practical solutions to the problems associ-
ated with those issues.

Physicians and nurses participate in this medical
education program by reading the issue, using
the provided references for further research, and
studying the questions at the end of the issue.
Participants should select what they believe to be
the correct answers, then refer to the list of cor-
rect answers to test their knowledge. To clarify
confusion surrounding any question answered
incorrectly, please consult the source material.
After competing this activity at the end of each
semester, you must complete the evaluation form
provided and return it in the reply envelope pro-
vided to receive a letter of credit. When your eval-
uation is received, a letter of credit will be mailed
to you.
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