
CDC promotes plan to improve HIV testing
and prevention among African Americans
Increasing available interventions is chief challenge

AIDS and African Americans: Special series on meeting the chal-
lenge of HIV epidemic in the black community
This is the first part in a series about the HIV/AIDS epidemic among
African Americans and how the Centers for Disease Control and
Prevention, researchers, and others are addressing the problem. The
cover story is about the CDC’s new initiative aimed at reducing HIV
infection among African Americans; there is also a story on how Florida
has made progress in the HIV epidemic through community partner-
ships, and a listing of the CDC’s commitments to improving HIV pre-
vention among African Americans. In July, more stories about the epi-
demic, how black churches respond, and prevention work.

About half of the nation’s HIV/AIDS epidemic now involves
African Americans, a reality that has prompted the Centers of
Disease Control and Prevention (CDC) of Atlanta, GA, to

launch a new campaign to address this health disparity.
As part of the new effort, the CDC recently published a report, titled,

“A Heightened National Response to the HIV/AIDS Crisis among
African Americans,” which outlines the CDC’s plans and commit-
ments. (See specific guidelines on p. 64.)

“One of the key things we’re encouraging, especially for health care
providers, is increasing the opportunities for diagnosis and treatment,”
says Robert Janssen, director of the CDC’s Division of HIV/AIDS
Prevention.

“We hope there will be money appropriated in 2008 for HIV testing,
and we really want to use that to implement the new recommendations
of routine HIV testing in health care settings, particularly in high-rate
areas,” Janssen says. “As part of the African American heightened
response, we’re encouraging all African Americans, ages 16 to 64, to get
tested.”

One of the CDC’s commitments is to expand the number of available
risk-reduction interventions that are tailored toward African
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Americans.
This is a commitment that may be more chal-

lenging because of the lengthy amount of time it
takes to bring an intervention idea to public use,
Janssen acknowledges.

In recent years, the CDC has required organi-
zations receiving HIV prevention funding to use
one of the evidence-based interventions on a list
called the Diffusion of Effective Behavioral
Interventions (DEBI). However, there are 13

interventions on this list, and only a few were
designed for prevention in the African American
community.

Setting high standards for HIV prevention
interventions is a worthwhile goal, but it makes
for a difficult situation, says Nancy Glick, MD,
an attending physician in infectious diseases and
the HIV medical director at Mount Sinai Hospital
Medical Center in Chicago, IL.

“In the past people have used interventions
that were never fully tested, so having outcomes
of these studies is very helpful, even though it
takes a long time to do that,” Glick says.

There are dozens, maybe even hundreds of
HIV prevention interventions designed for
African Americans that have been studied, peer-
reviewed, and published, but most of them will
never make it to the DEBI list.

One of these new proven interventions is the
REAL (Responsible, Empowered, Aware, Living)
men intervention, designed for fathers and ado-
lescents, and studied in a cohort that was prima-
rily African American.

The REAL men intervention’s findings showed
that it works in delaying the onset of sexual
intercourse and increasing the use of condoms
among those adolescents who were sexually
active, says Colleen DiIorio, PhD, professor at
the Rollins School of Public Health at Emory
University in Atlanta, GA.

But it’s not on the DEBI list, and it might be a
long time before it is. The DEBI lists 13 interven-
tions, which is only one more than it had 2 years
ago.

“If the CDC is interested in it and wants to
add it to their list, I would welcome that,”
DiIorio says. “I can see the possibility of this
intervention being included because it’s the only
one that is focused on fathers and sons.”

Janssen says the CDC plans to add 2 or 3 inter-
ventions to the DEBI list each year.

While it’s a good idea to put HIV prevention
money into evidence-based programs, the draw-
back is that adding a new intervention to the
DEBI list is difficult, and by the time some inter-
ventions make the list, they may be outdated,
DiIorio notes.

“Times change, so something that was devel-
oped in the mid-1990s may no longer meet the
requirements of today,” she says.

CDC officials are aware of this problem,
Janssen says.

“There are a number of effective interventions
published, and we have evidence of their effec-
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tiveness, but because of resource limitations we
can only package so many interventions into the
DEBI process each year,” Janssen says. “We’re
actually beginning conversations and talking
with folks at the National Institutes of Health to
look at how we can work together to streamline
that process.”

Also, the CDC has been looking at the earlier
interventions and updating them as needed,
Janssen notes.

“We’ve looked at ways to short-circuit the
whole process, which can be 10 years to develop-
ing an idea to doing a clinical trial and then
translating it to get it into a prevention pro-
gram,” Janssen says.

“We’ve looked at ways to adapt and tailor --
taking interventions known to be effective and
modifying them to other populations and other
types of venues,” Janssen says. “That saves us
from having to do a completely new clinical trial,
and it can save several years off the process.”

This translation process involves having prin-
cipal investigators translate the materials they
developed for investigative purposes into materi-
als that can be used by community based organi-
zations for prevention programs, Janssen says.

“It’s not a simple process of just creating mate-
rials or Xeroxing materials,” he says. “It actually
requires a fair amount of effort, particularly on
the part of the principal investigators.”

Nonetheless, adapting and tailoring existing
interventions is less time-consuming than start-
ing a new intervention for study, and that’s what
makes it attractive to the CDC and researchers.

For instance, Glick’s research involves the
Treatment Advocacy Program at Mount Sinai
Hospital. She and co-investigators used an inter-
vention that had been tested in a population of
white men who have sex with men (MSM) and
changed it to work in a population of African
Americans, including heterosexuals.

“I think that there are more and more inter-
ventions becoming available that can be effec-
tively changed to work in different populations,”
Glick says. “That process won’t take as long a
period of time as it has in the past because the
intervention is somewhat proven.”

Researchers who adapt an existing interven-
tion still will need to study the outcomes in the
different communities, and each group has
issues that will need to be addressed separate-
ly, Glick explains.

Then there is the issue of keeping an interven-
tion fresh, even as the culture to which it is being

adapted changes during the clinical trial process.
For instance, in the Treatment Advocacy

Program, the tailored intervention included edu-
cation that deflated some of the myths circulating
about HIV in the black community, says Sheela
Raja, PhD, a clinical psychologist in the HIV
Program at Mount Sinai Hospital and a co-inves-
tigator on the study.

One myth that came out and couldn’t be
addressed because the study was underway was
that the U.S. government had a cure for HIV, but
was just not giving it to people because they
were working with pharmaceutical companies to
increase their profits, Raja says.

“The disturbing thing about it was that one of
the peer educators whom I supervised weekly
said that she believed that myth,” Raja adds.

While the CDC report states that the govern-
ment agency is committed to finding and trans-
lating more prevention interventions, most of its
prevention and surveillance funding is directed
towards increasing HIV testing.

“Half of the money we put into prevention
programs provides services or support for servic-
es for African Americans,” Janssen says. “Most of
that will go toward supporting testing among
African Americans.”

The CDC is putting out $30 million to $35 mil-
lion to state and local health departments to
increase testing in their jurisdictions, and this
money is going to areas where the HIV rate
among blacks is highest, he adds.

The states with large cities that have high HIV
rates among African Americans include New
York, Florida, Texas, Virginia, the Carolinas,
Tennessee, Alabama, Mississippi, Louisiana,
California, Michigan, Ohio, Pennsylvania, and
New Jersey, Janssen says.

Starting this summer, the CDC will hold 8 to
10 regional and local meetings in these areas,
meeting with African American leaders and com-
munity health leaders, he adds.

“We want to work closely with local leaders
and public health officials to link leaders with
HIV prevention organizations and AIDS service
organizations,” Janssen says.

The state of Florida’s Silence is Death initiative
is a good example of state health officials work-
ing with the African American community to
improve HIV testing and prevention, Janssen
says.

Well before the CDC launched its initiative
aimed at African Americans, the Florida
Department of Health started its own campaign,



trying to reach this population, says Tom
Liberti, chief of the bureau of HIV/AIDS for the
Florida Department of Health in Tallahassee, FL.

“Several components of the CDC plan are
things that we’re heavily engaged in,” Liberti
says. (See story about Florida’s HIV prevention
efforts, p. 65.)

“The first is a very large HIV counseling and
testing program,” Liberti adds. “We believe, like
the CDC, that knowing your status is critical to
reducing new infections in the United States.”

Last year, the state of Florida tested more than
100,000 African Americans for HIV, which was
one third of the state’s 300,000 HIV tests in 2006,
Liberti says.

“The second part of what the CDC likes is our
mobilization efforts,” he says. “We do believe that
if you get people who are from the community
and of the community and live in the community,
especially the African American leadership, then
you have a better chance of making an inroad
into the African American community.”   ■

Special Series: Meeting
challenge of HIV epidemic
in black community

Here are the CDC’s plans for halting the HIV
epidemic’s spread; goals include ensuring all
African Americans know their status

The Centers for Disease Control and
Prevention (CDC) of Atlanta, GA, issued a
report on March 8, 2007, titled “A

Heightened National Response to the HIV/AIDS
Crisis Among African Americans.”

Here, in a nutshell, are CDC’s plans and com-
mitments, contained within the report, as part of
an effort to stop the epidemic from spreading
among African Americans in the United States.

The CDC commits to the following:
• Expanding HIV prevention programs

serving African Americans and enhancing cultur-
ally appropriate strategies for delivering services
to this population;

• Training providers in community-based
medical facilities that serve large numbers of
African Americans;

• Expanding the availability of appropri-

ate and targeted services to help prevent HIV
infection in high-risk young men who have sex
with men (MSM) of color, transgender persons,
and their sexual partners;

• Providing funding and technical assis-
tance to state and local health departments to
enhance programs that aim to reduce mother-to-
child transmission of HIV;

• Developing training curricula and pro-
viding training in HIV prevention interventions
for African American females to encourage them
to adopt and maintain behaviors that reduce
their HIV risk;

• Working with the Department of
Housing and Urban Development, the
Department of Labor, and other U.S. depart-
ments to make HIV prevention information
more widely available to African American 
communities;

• Expanding investments and access to
HIV testing for African Americans;

• Conducting trainings for African
American medical providers and others serving
large numbers of African Americans to increase
HIV screening and testing in high-prevalence
areas;

• Implementing HIV counseling and test-
ing, STD screening and treatment, and hepatitis B
vaccination in settings where African Americans
congregate;

• Piloting separate campaigns that devel-
op messages and promote HIV testing for MSM,
women, youth, and heterosexual men;

• Working closely with HRSA and
SAMHSA to ensure that HIV testing is integrated
into a range of community-based services for
vulnerable subpopulations of African American
women, youth, children, and MSM;

• Convening a major meeting with lead-
ing researchers from the African American com-
munity to assess research gaps and future direc-
tions for intervention research;

• Initiating new research projects to test
newly-developed, community-based, or adapted
interventions for African Americans who are at
increased risk for contracting or transmitting
HIV;

• Expanding collaborations to evaluate
innovative and potentially effective interventions
developed by and for community-based organi-
zations (CBOs) serving African Americans;

• Initiating research projects to identify
cost-effective strategies for implementing high-
quality HIV prevention interventions;
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• Assessing the knowledge, attitudes, and
behaviors of 1,600 African American students at
historically black colleges and universities;

• Investigating prevention needs and
strategies for HIV-infected and uninfected
African American male prison inmates during
transitions into and out of prison;

• Initiating a project to evaluate the effec-
tiveness of prevention strategies for reaching and
testing black MSM with previously undiagnosed
HIV infection;

• Testing the feasibility of research tech-
niques to reach bisexually active non-gay-identi-
fied African American MSM to increase HIV
testing;

• Increasing the number of effective
interventions used by CDC prevention partners
by initiating the rapid dissemination of already
proven and packaged interventions for African
Americans who are at increased risk for acquir-
ing or transmitting HIV;

• Directing funding so that effective HIV
prevention interventions for African Americans
can quickly be made available to AIDS service
organizations (ASOs);

• Conducting a demonstration project for
the Parents Matter Program;

• Working with other federal agencies to
address research gaps, develop more new inter-
ventions, and facilitate more timely translation of
known effective interventions through the CDC’s
DEBI pipeline;

• Encouraging public health partners to
engage community leaders and increase HIV
awareness;

• Developing new channels for communi-
cating about the impact of HIV/AIDS on black
families and communities;

• Publishing and distributing information
that identifies social factors contributing to the
HIV epidemic among African Americans;

• Working with faith leaders on ways to
talk about HIV/AIDS and encourage behavior
change;

• Developing prevention materials for the
workplace;

• Continuing conversations with African
American and public health partners about
progress in reducing HIV transmission;

• Working with HHS agencies to scale up
efforts to make HIV prevention, care, and treatment
higher priorities for African American leaders;

• Calling for a national mobilization of
African American and public health leaders to

encourage people to be Aware, Communicate,
and Test — ACT against HIV.   ■

Florida’s efforts to stem
epidemic among African
Americans employ novel
tactics
Prevention messages go out to football fans

The Florida Department of Health in
Tallahassee has formed partnerships with
the state’s faith community, the department

of corrections, black leaders, and the NAACP in
its efforts to improve HIV testing, prevention,
treatment, and care among African Americans.

The state launched a campaign called Silence
is Death in September, 2006, as part of a
statewide educational campaign to highlight how
black communities and counties in Florida have
a high rate of HIV/AIDS, especially among
African Americans.

“We’re working with historically black col-
leges, and that helps mobilize the community
and allows us to better integrate our HIV mes-
sages within events within the African American
community,” says Tom Liberti, chief of the
bureau of HIV/AIDS, Florida Department of
Health.

For example, at the suggestion of Ronald
Henderson, the statewide minority AIDS coordi-
nator, the state promoted HIV prevention mes-
sages at a large African American football game
called the Florida Classic in which 2 black col-
leges competed in a 75,000-person stadium in
Orlando, Liberti says.

“They’re there to celebrate football, but Ron
said, ‘Let’s put an AIDS message in the program,
on TV, in the stadium, whatever it took,’” Liberti
says. “And that’s the kind of thing that mobilizes
all the things in the community to fight HIV.”

During the November weekend of the Florida
Classic, community-based organizations (CBOs)
in Orlando helped with the prevention efforts, he
adds.

Henderson also has asked counties with the
highest rates of HIV/AIDS to give the state
health department their action plans on how to
lower rates, increase HIV testing, and reduce
stigma in the African American community.



“We have outstanding partnerships with some
black churches in Florida, and we’ve convened
several meetings with faith leaders,” Henderson
says. “Last year, we invited the leadership of all
the faith-based denominations to Tallahassee.”

While there, the faith leaders met to hear
about the epidemic and were asked to offer their
support, he adds.

“That’s a good example of where we invited
the president and bishops at the highest church
levels, who oversee thousands of black church-
es,” Liberti says. “If we won them over and got
them to commit to do something then they
would pass that down to their congregations of
hundreds, if not thousands, of folks.”

As a result, the last black church week of
prayer resulted in a great deal of press coverage
for HIV awareness, Henderson says.

Also, the AME church has committed to hav-
ing one AME church in every county to be an
HIV testing site, and some black churches are
preaching about HIV/AIDS from the pulpit,
Henderson says.

State health officials provide the churches with
educational material, and they leave it up to the
churches to select the type of information they
want, Liberti says.

“When we talk to the pastors they tell us what
type of material they need, and it might be con-
doms, a message that talks about abstinence, and
other options,” Henderson says. “It depends on
the church.”

For instance, one Miami minister has a full-
scale AIDS ministry in which the church pro-
vides food, shelter, condoms, and referral
resources for people living with HIV, Liberti says.

“So with thousands of churches in the state,
we let them describe their level of involvement
and go from there,” Liberti adds.

Another church in West Palm Beach receives
state funding to send out a van that provides
HIV testing and education in the community,
Henderson notes.

Florida HIV/AIDS officials also have part-
nered with the entertainment industry to extend
their outreach efforts.

For example, Black Entertainment Television
(BET) partners with the state each year when
hosting their “Spring Bling” on a Florida beach,
Henderson says.

“They bring in all of these entertainers, and we
are there offering testing while folks are standing
in line,” Henderson says. “BET provides us with
a tent, incentives, and we’re testing their partici-

pants over those 2 days.”
At the Spring Bling in West Palm Beach this

year, more than 100 people were tested, he adds.
Likewise, the annual NAACP statewide con-

vention has the state’s health department as a
cosponsor to talk about HIV and other health
disparities. When the convention is held this
September, the Florida Surgeon General will be a
keynote speaker, Henderson says.

Officials at the Centers for Disease Control and
Prevention (CDC) in Atlanta, GA, were so
impressed with Florida’s Silence is Death testing
and awareness campaign that they called Florida
officials to learn how it was done, Liberti says.

“We’ve been the third largest state in the coun-
try for the HIV epidemic, and we’ve been
involved with CDC HIV planning,” he adds.

The state’s Silence is Death initiative was cre-
ated to break the silence about HIV/AIDS in the
black community, Henderson says.

“We want to encourage African Americans to
be tested and encourage local governments to
respond to their HIV/AIDS epidemics,”
Henderson explains. “We use the initiative to
reduce barriers to HIV testing, prevention, and
care, and we also want local areas to stimulate a
plan of action to address HIV/AIDS in the black
community.”

All of these efforts will be sustained as part of
a long-term strategy, Liberti notes.

“The bottom line is that this epidemic in the
black community didn’t come overnight, and
you have to make a long-term commitment and
resources to fight HIV/AIDS,” he says.   ■

WHO/UNAIDS announce
recommendations about
male circumcision as 
HIV prevention
Strategy should be employed with care

An international expert consultation con-
vened by the World Health Organization
(WHO) of Geneva, Switzerland and the

UNAIDS Secretariat recommends that male cir-
cumcision be recognized as an important HIV
prevention intervention in reducing the risk of
heterosexually acquired HIV infection in men.

The March 28, 2007, announcement follows
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recent media attention over the results of ran-
domized controlled trials conducted in Africa.
Three trials demonstrate that male circumcision
reduces the risk of heterosexually acquired HIV
infection in men by about 60 percent. These tri-
als also support evidence from numerous obser-
vational studies that have suggested there are
lower HIV prevalence rates in African countries
with higher rates of male circumcision.

WHO/UNAIDS recommend that male circum-
cision be part of a comprehensive HIV preven-
tion package, including the provision of HIV test-
ing and counseling services, treatment for sexual-
ly transmitted diseases (STDs), promotion of
safer sex habits, and the promotion of correct and
consistent condom use.

The challenge for the international health com-
munity, as well as for nations where circumcision
might become a main prevention strategy, will be
to strengthen weak health service systems and
address the shortage of skilled health profession-
als.

WHO/UNAIDS recommend that male circum-
cision should be integrated into other services
whenever possible.

While the studies showed that the risks of
male circumcision are low, these risks could rise
if the procedure is undertaken in unsanitary set-
tings by poorly trained providers, WHO/
UNAIDS officials note.

Therefore, it should be a priority to establish
training and certification of providers and pro-
vide monitoring and evaluation of programs.

Studies show that male circumcision in sub-
Saharan Africa could prevent 5.7 million new
cases of HIV infection and 3 million deaths over
a 2-decade time period.

The consulting experts found the intervention
to be cost effective for governments, and they
recommend that it be provided free of charge to
clients.

According to the consulting experts, these are
some areas that need additional study:

• What is the impact of male circumcision on
sexual transmission from HIV-infected men to
women?

• What is the impact of male circumcision on
the health of women for reasons other than HIV
transmission (i.e., could it result in lower rates of
cervical cancer)?

• What are the risks and benefits of male cir-
cumcision for HIV-positive men?

• What is the protective benefit of male cir-
cumcision in the case of insertive partners engag-

ing in homosexual or heterosexual anal inter-
course?

• What sort of resources are needed to provide
circumcision programs?

• What are the most effective ways to expand
quality male circumcision services?

• Are there modifications in perceptions and
HIV risk behavior over the long term in men
who are circumcised for HIV prevention?

• Are there modifications in perceptions
among communities where male circumcision is
part of HIV prevention strategies?  ■

FDA issues final 
guidance on human 
cell, tissue donations

The FDA has issued final guidance, entitled
“Guidance for Industry: Eligibility Determination
for Donors of Human Cells, Tissues, and Cellular
and Tissue-Based Products (HCT/Ps),” to assist
establishments making donor eligibility determi-
nations to comply with the requirements for
determining donor-eligibility, including donor
screening and testing for donors of human cells,
tissues, and cellular and tissue-based products.
(For background, see www.fda.gov/oashi/ aids/list-
serve/listserve2004.html#screen)

The guidance applies to cells and tissues pro-
cured on or after the effective date of the regula-
tions contained in 21 CFR part 1271, subpart C
(effective date May 25, 2005). It does not replace
the guidance concerning 21 CFR part 1270, enti-
tled “Guidance for Industry: Screening and
Testing of Donors of Human Tissue Intended for
Transplantation,” which remains applicable to
tissues recovered before May 25, 2005, and sub-
ject to 21 CFR part 1270.

The document provides guidance on donor-
eligibility determination, donor screenings,
donor testing requirements (including HIV),
additional screening and testing requirements
for reproductive cells and tissues, and excep-
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tions from the requirements for determining
donor-eligibility, and special circumstances. 

The complete guidance document is available
on the FDA web site at www.fda.gov/cber/
gdlns/tissdonor.htm.   ■

FDA grants approval 
for generic didanosine 
for oral solution

On March 8, 2007, the FDA granted approval
for generic didanosine for oral solution (Pediatric
Powder), 10 mg/mL, packaged in 2-gram and 4-
gram containers, manufactured by Aurobindo
Pharma Limited, of Hyderabad, India, allowing
marketing in United States.

This is a generic version of the already FDA-
approved Videx Pediatric Powder for Oral
Solution, 10 mg/mL, manufactured by Bristol
Myers Squibb.

FDA granted tentative approval for this prod-
uct on Oct. 5, 2006, permitting purchase of this
generic formulation of didanosine by the
President’s Emergency Plan for AIDS Relief, or
PEPFAR. A tentative approval means that a drug
product has met FDA’s safety, efficacy and quali-
ty standards, but is ineligible for marketing in
the U.S. until patent and/or exclusivity restric-
tions expire.

However, because patents and exclusivity for
Videx For Oral Solution have expired (see FDA’s
publication titled Approved Drug Products with
Therapeutic Equivalence Evaluations, also
known as the “Orange Book”), the generic for-
mulation can be granted approval, allowing it to
be marketed in the United States.

Didanosine for oral solution is approved for
use in combination with other antiretroviral
agents in the treatment of HIV infection.

The PEPFAR program was created to provide
government funding to treat, and reduce trans-
mission of HIV in 15 focus countries, mostly in
Sub-Saharan Africa, but including Haiti, Guyana,
and Vietnam. 

Because drugs that do not conform to stan-
dards of potency, purity, stability, or good manu-
facturing procedures may pose a threat by
increasing chance of substandard performance,
treatment failure, and emergence of resistant
virus, PEPFAR limits funding to acquire only
products that have undergone stringent regula-

tory review.
While FDA does not approve drugs for use in

other countries, the agency has expedited review
procedures in place (and conducts inspections of
the manufacture and testing sites) to determine
whether the drug products meet FDA safety, effi-
cacy, and manufacturing quality standards, thus
making them eligible for purchase using PEPFAR
funds. 

When the determination is made that a prod-
uct meets the required criteria and standards,
FDA may issue a “tentative approval,” even
though the product cannot yet be marketed in
the United States because of legal restrictions
related to existing exclusivity rights held by the
original drug manufacturer. Once marketing
exclusivities expire, the FDA can grant marketing
approval of the generic formulation in the U.S.
market. 

Since the time didanosine for oral solution
received a tentative approval in October, 2006,
allowing it to be purchased through PEPFAR
(for use in PEPFAR-affected countries), expira-
tion of patents has resulted in an approval that
now allows marketing of this generic formula-
tion of didanosine for oral solution in the United
States.  ■

FDA tentatively approves generic stavudine

The Food and Drug Administration (FDA)
granted tentative approval on April 23, 2007, for
a generic formulation for stavudine capsules, 30
mg and 40 mg, manufactured by Matrix
Laboratories Limited of Hyderabad, India, under
expedited review provisions developed for the
President’s Emergency Plan for AIDS Relief
(PEPFAR). 

“Tentative Approval” means that FDA has
concluded that a drug product has met all
required quality, safety and efficacy standards,
even though it may not yet be marketed in the
U.S. because of existing patents and/or exclusivi-
ty rights. However, tentative approval does make
the product eligible for consideration for pur-
chase under the PEPFAR program.

As with all generic applications, the FDA con-
ducts an on-site inspection of each manufactur-
ing facility and of the facilities performing the
bioequivalence studies prior to granting
approval or tentative approval to these applica-
tions to evaluate the ability of the manufacturer
to produce a quality product and to assess the
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quality of the bioequivalence data supporting
the application.

This is a generic formulation of the already
approved Zerit brand capsules, 30 mg and 40
mg, made by Bristol Myers Squibb, which is
protected by existing patent and pediatric exclu-
sivity rights.  Effective patent dates are listed in
the agency’s publication titled Approved Drug
Products with Therapeutic Equivalence
Evaluations, also known as the “Orange Book”

Stavudine is a nucleoside reverse transcriptase
inhibitors (NRTI) indicated for used in combina-
tion with other antiretroviral agents in the treat-
ment of HIV infection.   ■

Kaletra product labeling is updated

Product labeling for Kaletra (lopinavir/riton-
avir) has been updated to reflect safety and effica-
cy data from study M97-720 in treatment-naïve
patients out to 360 weeks.  Kaletra is manufactured
by Abbott Laboratories, North Chicago, IL.   ■

FDA tentatively approves generic abacavir

The Food and Drug Administration, on April
5, 2007, granted tentative approval for abacavir
sulfate tablets, 300 mg, manufactured by Matrix
Laboratories, Inc., of Hyderabad, India, under
expedited review provisions developed for the
President’s Emergency Plan for AIDS Relief
(PEPFAR).

This is a generic version of the already-
approved Ziagen brand of the product manufac-
tured by GlaxoSmithKline, which is protected
under patent and pediatric exclusivity, which are
listed in the agency’s publication titled Approved
Drug Products with Therapeutic Equivalence
Evaluations, also known as the “Orange Book”

“Tentative Approval” means that FDA has con-
cluded that a drug product has met all required
quality, safety and efficacy standards, though it
may not yet be marketed in the U.S. because of
existing patents and/or exclusivity rights.
However, tentative approval does make the prod-
uct eligible for consideration for purchase under
the PEPFAR program.

Abacavir sulfate is a member of the class of
drugs known as nucleoside reverse transcriptase
inhibitors (NRTIs), which help keep the AIDS
virus from reproducing. This antiretroviral drug is
intended to be used in combination with other
antiretroviral agents for the treatment of HIV-1
infection.   ■

Metabolic Syndrome in 
HIV-Infected Patients
A B S T R A C T  &  C O M M E N T A R Y

By Dean L. Winslow, MD, FACP
Chief, Division of AIDS Medicine, Santa Clara Valley Medical
Center; Clinical Professor of Medicine, Stanford University
School of Medicine.
Dr. Winslow serves as a consultant to Siemens Diagnostics and is on the Speakers

Bureaus of Boehringer-Ingelheim and GSK.

This article originally appeared in the April 2007 issue of Infectious Disease

Alert. It was edited by Stan Deresinski, MD, FACP, and peer reviewed by

Connie Price, MD. Dr. Deresinski is Clinical Professor of Medicine,

Stanford University; Associate Chief of Infectious Diseases, Santa

Clara Valley Medical Center, and Dr. Price is Assistant Professor,

University of Colorado School of Medicine. Dr. Deresinski serves on the

speaker’s bureau for Merck, Pharmacia, GlaxoSmithKline, Pfizer,

Bayer, and Wyeth, and does research for Merck. Dr. Price reports no

financial relationship relevant to this field of study.

Source: Mondy K, et al. Metabolic syndrome in HIV-
infected patients from an urban, midwestern U.S. outpa-
tient population. Clin Infect Dis. 2007;44:726-734

Synopsis: 471 HIV-infected outpatients were
assessed for the presence of metabolic syndrome
using standard clinical and laboratory parameters.
Compared to HIV-negative subjects selected from the
National Health and Nutrition Examination Survey
(NHANES) cohort the prevalence of metabolic syn-
drome was similar.

This important study compared an outpa-
tient cohort of 471 HIV-infected outpa-
tients living in the Midwest to data files

from the NHANES cohort of HIV-negative sub-
jects matched by age, sex, race, and tobacco
use. Using standard criteria including waist cir-
cumference, blood pressure (or use of antihy-
pertensive agents), fasting blood glucose and
lipid levels (or use of lipid-lowering agents),
the prevalence of metabolic syndrome was
25.5% in HIV infected patients and 26.5% in the
NHANES cohort.

Looking in greater detail at the cohorts stud-
ied, the major risk factors for metabolic syn-
drome reaching statistical significance, were



age, white ethnicity, duration of HIV infection,
family history of diabetes and coronary artery
disease, elevated BMI and waist circumference.
Interestingly the use of highly active antiretro-
viral therapy (including ritonavir-boosted PIs)
did not increase the likelihood of metabolic
syndrome. 

■ COMMENTARY
Since the mid-1990s the use of highly active

antiretroviral therapy (HAART) has resulted in
a dramatic reduction in mortality due to HIV.
However, shortly after the introduction of HIV
protease inhibitors (PIs), the association
between particular PI-based HAART and meta-
bolic complications has been appreciated.
Following institution of HAART many patients
experience elevations of triglycerides and LDL
cholesterol, hyperglycemia (or subclinical
insulin resistance), and visceral fat accumula-
tion. These characteristic components of the
metabolic syndrome are risk factors for cardio-
vascular disease.

While this cohort study does not give
HAART a clean bill of health, the results are
intriguing and suggest that traditional risk fac-
tors for metabolic syndrome are of greater
importance than HAART in HIV-infected
patients. Anecdotally, over the last 12 years I
have often noted the phenomenon of some
patients who have fairly advanced disease and
experience an excellent virologic and immuno-
logic response to HAART develop significant
weight gain probably related to improved
appetite and overall improved sense of well-
being. This occurs on both PI and nnRTI-based
HAART. Subconsciously, I think many clini-
cians blame the resultant dyslipidemias or glu-
cose intolerance on the HAART regimen if it
contains a PI and on the weight gain if the
same abnormalities appear on an nnRTI-con-
taining HAART regimen. The reality, it seems,
is that probably the biggest factors for develop-
ment of metabolic syndrome in HIV-infected
patients are the same ones at play in HIV-nega-
tive patients. 

For those of us who began taking care of 
HIV patients in the early 1980s and seeing so
many of our patients dying of AIDS, having to
worry about risk factors for cardiovascular dis-
ease in our patients, as we do now, is indeed a
blessing.   ■

HIV Epidemic in India:
Personal Experience From
Silicon Valley
By Carol A. Kemper, MD, FACP

Dr. Kemper reports no financial relationship relevant to this field of study.

This article originally appeared in the April 2007 issue of Infectious

Disease Alert. It was edited by Stan Deresinski, MD, FACP, and peer

reviewed by Connie Price, MD. Dr. Deresinski is Clinical Professor of

Medicine, Stanford University; Associate Chief of Infectious Diseases,

Santa Clara Valley Medical Center, and Dr. Price is Assistant

Professor, University of Colorado School of Medicine. Dr. Deresinski

serves on the speaker’s bureau for Merck, Pharmacia,

GlaxoSmithKline, Pfizer, Bayer, and Wyeth, and does research for

Merck. Dr. Price reports no financial relationship relevant to this field

of study.

Source: R. Steinbrook. HIV in India — A complex epi-
demic. N Engl J Med. 2007;356 (11):1089-1093.

The San Francisco Bay area is now home to
one of the largest Asian Indian popula-
tions in the United States, especially in

Silicon Valley, where it is estimated that 40% of
the computer programmers are Asian Indian.
As a result, I see more endemic disease (eg,
typhoid, salmonella sepsis, malaria and tuber-
culosis) in a community-based private practice
than I ever did at the county hospital. There has
been, however, one unique addition to my prac-
tice over the past 2 years: 6 Asian Indian
patients with HIV, who represent ~5% of my
total HIV/AIDS practice. Two are female and 4
are male. One young woman, aged 24 years,
has a hidden history of abuse. The other
woman is in her early 40s and was a practicing
surgeon in India before moving to the United
States, where she is a housewife. She presented
with a CD4 count of 90 cells/mm3 but was vir-
tually asymptomatic. The 4 men are bisexual or
have had sex with men, though were reluctant
to disclose this information. Homosexuality is
illegal in India and punishable by the same
Penal Code as sex offenders, pedophiles, and
people who have sex with animals. 

With the exception of the housewife, all
work in high tech and were unaware of their
HIV status. Infections in all 5 were detected
when HIV tested for immigration purposes.
While it is possible that the men may have
acquired their HIV in the United States, the
timing and CD4 cell count results suggest earli-
er infection. 
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It is interesting that this experience parallels
the emerging epidemic in India, as outlined by
Dr. Steinbrook. It is estimated that somewhere
between 3.4 and 9.4 million persons in India are
infected with HIV, although less than 10% are
aware of their status. The estimated prevalence
of infection among persons aged 15 to 49 years
old is 0.5 to 1.5%. However, prevalence data for
much of India is lacking. Of India’s 35 states, 6
are considered high prevalence based on obser-
vations of HIV seropositive rates > 1% in woman
getting prenatal testing and rates > 5% at STD
clinics. But many states don’t offer prenatal
screening, and treatment during pregnancy or
peripartum is limited. 

HIV prevalence studies in Indian sex workers
typically find rates of 10% to 20%, with an esti-
mated number of 2 million female sex workers
and 235,000 male sex workers. In addition, India
has an estimated 2.35 million men who have sex
with men — although many would not identify
themselves as such. According to Dr.
Steinbrook, sex between men is often considered
“mischief.” 

An important part of the emerging epidemic
is the 5 million truckers in India. Similar to the
experience in Africa, sex work along the main
truck routes is common, bringing the epidemic
home to housewives in rural areas. In Chennai
(formerly Madras) in southern India, one fourth
of HIV+ clients at one treatment center were
housewives. Spousal violence against women
astoundingly ranges from 16% to 44% , depend-
ing on the city. It is no wonder that the Joint
United Nations HIV Program in India found “it
is not possible to control the overall HIV epi-
demic if it is out of control in India.”

Physicians in the United States should be
aware that Asian Indians without readily identi-
fiable risk factors may have HIV. Public health
experts advocate stepping up HIV screening in
all persons with tuberculosis. Just because
someone from India is at increased risk for reac-
tivation TB doesn’t mean they don’t have HIV.
Similar logic should apply to any Asian Indian
with salmonella bacteremia, pneumonia, or hos-
pitalization for infection.    ■

■ REAL men intervention focuses 
on fathers and sons to prevent HIV
infection

■ Adherence study shows that pill
boxes work

■ Black churches are improving
response to HIV epidemic, but more
inroads needed

COMING IN FUTURE MONTHS

17. As part of the Centers for Disease Control and
Prevention’s (CDC’s) new initiative of a heightened
response to the HIV/AIDS epidemic in the African
American community, the CDC states that it will com-
mit to which of the following action plans?
A. Expanding investments and access to HIV testing for
African Americans
B. Convening a major meeting with leading researchers
from the African American community to assess
research gaps and future directions for intervention
research
C. Initiating new research projects to test newly-devel-
oped, community-based, or adapted interventions for
African Americans who are at increased risk for con-
tracting or transmitting HIV
D. All of the above

18. The Florida Department of Health has a dedicated
campaign to stopping the HIV epidemic among African
Americans. As part of the campaign, HIV testing is pro-
moted at large social events, churches, and other ven-
ues. Approximately how many of the state’s 300,000
HIV tests in 2006 involved African Americans?
A. 155,000
B. 100,000
C. 72,000
D. 47,000

19. According to a recent study, male circumcision
reduces the risk of heterosexually acquired HIV infec-
tion in men by what percentage?
A. 40 percent
B. 30 percent
C. 20 percent
D. 60 percent

CE/CMEquestions

Answers: 17.d 18.b 19. D
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CE/CME objectives

The CE/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.

To reproduce any part of this newsletter for
promotional purposes, please contact:
Stephen Vance
Phone: (800) 688-2421, ext. 5511
Fax: (800) 284-3291
Email: stephen.vance@ahcmedia.com
Address: AHC Media LLC

3525 Piedmont Road, Bldg. 6, Ste. 400
Atlanta, GA 30305 USA

To reproduce any part of AHC newsletters for
educational purposes, please contact:
The Copyright Clearance Center for permission
Email: info@copyright.com
Website: www.copyright.com
Phone: (978) 750-8400
Fax: (978) 646-8600
Address: Copyright Clearance Center

222 Rosewood Drive
Danvers, MA 01923 USA

Correction: Please note, last month the answer to
CE/CME question 14 was incorrectly printed as D.
64 percent; the correct answer is A. 99 percent.

When do you withhold or discontinue 
life-prolonging treatment in cases deemed 

medically futile?
With this presentation, recommendations are made that might
prevent or mitigate psychological and organizational distress
that often accompanies decisions about aggressive treatment

in difficult cases. The ethical dimensions of futility will be elabo-
rately explored, as will those ideological and cultural factors

that ultimately limit the degree to which ethical reflection, espe-
cially as it occurs in the United States, can "solve" the problem
of futility. Many practical examples of empathic language are

presented helping your staff learn what to say and what not to
say to patients and family members. 

Order today! Call 800-688-2421 Or order
online - www.ahcmediainteractive.com 

Presenter: John Banja, PhD, a medical ethicist at 
Emory University, has taught and lectured on topics in

medical ethics through out the United States. He has authored
or coauthored over 150 publications and has 

delivered over 700 invited presentations at regional, 
national and international conferences. 

Medical Futility Policies Audio Conference CD Price: $299
including accompanying presentation slides.  When ordering

by phone please mention priority code 11T07145.

Did you miss AHC Media’s live audio 
conference — Medical Futility Policies: 

Are they ethical or discriminatory?


