
Is it really time to give up on the hope
of finding a preventative HIV vaccine?
Experts offer a mixed view of the vaccine’s future

AIDS Healthcare Foundation (AHF) of Los Angeles, CA, recently
raised a stir when the organization’s president and its medical
chief announced that it was time for the federal government to

stop funding research for the HIV vaccine and to put that money into
prevention and treatment that works.

The HIV/AIDS advocacy group’s announcement follows on the
heels of repeated disappointments in the HIV vaccine research arena.
None of the phase III clinical trials have held any possibility of hope
thus far.

Some major newspaper editorials disagreed with AHF, including
those in The New York Times and the Los Angeles Times, saying HIV
vaccine research is necessary and should continue to be publicly
funded.

At the very least, AHF succeeded in making HIV vaccine funding
more controversial.

“I think we’re providing a great public service by saying the emperor
has no clothes and HIV vaccine funding needs to be reconsidered,”
says Michael Weinstein, AHF president.

“The greatest minds in the field have already opined that an AIDS
vaccine will be decades away or not at all,” Weinstein says.

“I think it’s irresponsible to not have a dialogue in the debate over
the worthiness of funding this vaccine,” he says. “In terms of some of
the responses I’ve gotten, I feel like we’re arguing over religion — not
science.”

So far, there has been 25 years of HIV vaccine research, and the
United States government has spent more than $850 million on the
research, Weinstein says.

“At the beginning of this epidemic, the idea that we could take a
shot at a vaccine and, like polio, protect everybody was very [appeal-
ing],” Weinstein says. “But we didn’t anticipate that we’d have a cock-
tail that would keep people alive and well for decades and render them
non-infectious.”
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In light of the incredible advances in HIV
treatment, it makes more sense to spend the mil-
lions funneled into HIV vaccine research into
expanding HIV testing, treatment, and preven-
tion, Weinstein says.

“HIV and AIDS have evolved over the last 20
years, and we have faced many challenges and
obstacles,” says Homayoon Khanlou, MD, chief
of medicine for AHF.

“If we were able to obtain a vaccine, we
should have had it by now,” Khanlou states.
“The fact that we don’t have it means there’s
something about the virus that defies our
knowledge.”

So far, all of the clinical trials done with the
HIV vaccine have yielded no results, and they
have given scientists no clues about which direc-
tion to go next, Khanlou adds.

Some scientists say AHF is premature in dis-
missing the possibility of an AIDS vaccine.

“I think this issue has had recent publicity
because of the failure of the Merck trial, but in
reality the issues confronting an HIV vaccine
have always been huge,” says Sarah Rowland-
Jones, BM, BCh, MA, DM, FRCP, director of
research at the Medical Research Council
Laboratories of the Gambia, West Africa.

“With the exception of rabies, virtually all our
successful vaccines are based on the simple prin-
ciple that if a person survives the initial encounter
with a pathogen, this is usually followed by life-
long immunity,” Rowland-Jones says. “This is not
the case with HIV-1.”

Also, the most successful vaccines have
employed either killed or attenuated organisms,
she notes.

“These approaches appear to be successful
against SIV in animal models, but the risks
inherent in developing these approaches for an
HIV-1 vaccine have, so far, discouraged any
commercial development of these routes,”
Rowland-Jones says.

A third factor that makes development of an
HIV vaccine so difficult is that there have been no
successful vaccines against an organism that is as
inherently variable as HIV-1, Rowland-Jones adds.

While vaccine critics have focused on Merck’s
STEP trial, there are encouraging signs that new
generations of HIV vaccines are inducing better
and qualitatively different immune responses
than what was included in the Merck HIV vac-
cine, says Shan Lu, MD, PhD, professor of medi-
cine at the University of Massachusetts Medical
School in Worcester, MA.

Lu refers specifically to the 2008 phase I 
vaccine study published in the Journal of
Experimental Medicine by A. Harari, and the
recent phase I vaccine study in Vaccine.1,2

The EuroVacc 02 phase I trial had promising
immunogenic results with T cell responses in 90
percent of vaccinees.1

The DP6-001 phase I clinical trial showed
robust cross-subtype HIV-1 specific T cell
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responses in IFNgamma ELISPOT assays.2
But these are very early results and may never

make it to phase III clinical trials.
“My chief concern in 2008 is the possibility of

a complete or close to complete stop in HIV vac-
cine development,” Lu says.

“My broad concern is that vaccinology, as a
specialized area in biomedical science, has been
ignored or neglected at least for a big part of the
last 20 years,” Lu says. “The current sentiment to
stop funding for HIV vaccine research is part of
this continued ignorance.”

While it’s true that there are many diseases
impacting the developing world that have been
ignored by vaccine funders, this is not the case
with HIV vaccine research, Weinstein says.

“We’ve spent tens of billions of dollars on HIV
vaccine research, and we have had no results,”
he says.

“Also, a lot of money is being spent to main-
tain networks of people on whom a vaccine
should be tried,” Weinstein says. “This is com-
pletely unnecessary because we know if it ever
happens it will be many years in the future.”

HIV vaccine research could continue with pri-
vate funding, but it’s important to have a dia-
logue and debate over its value in the context of
public funding, Weinstein says.

It would be a more efficient use of public
funds to expand testing, treatment, and preven-
tion programs, he says.

The problem is that existing prevention strate-
gies haven’t been proven or attempted on a large
scale, Lu says.

“I don’t think it is healthy, productive, or use-
ful to start a fight for funding among different
sub-specialties of HIV-related researchers or public
healthcare workers,” Lu adds.

“Although there are many strategies that are
known to prevent HIV-1 transmission, I think
there is a huge gap between knowledge and
action, particularly in the area of human sexual
behavior,” Rowland-Jones says. “After four years
of living and working in Africa, I am not con-
vinced that prevention strategies alone are likely
to be effective on the scale necessary to combat
the HIV-1 epidemic.”

The best public health strategy is to look hard
at how best the available prevention measures,
together with future vaccines, can be deployed in
settings of poor health service infrastructure,
demoralized health personnel, and competing
health and economic priorities, she says.

“All of these will be essential to slow the

spread of HIV-1 in the developing world,”
Rowland-Jones adds.

“There now are conclusive studies that people
whose viral load is undetectable are virtually not
infectious anywhere else,” Weinstein says. “I can-
not think of a more effective prevention strategy
than not being infectious.”

Since 90 percent of the people living with
HIV/AIDS today do not know they are HIV pos-
itive, and a small portion of those who are infect-
ed receive antiretroviral therapy, the world
health community is not taking advantage of the
benefits of treatment for prevention, Weinstein
says.

“All over the world, people are dying daily of
diseases that we already know how to prevent,”
Rowland-Jones says.

“I don’t think the failure of one candidate vac-
cine rules out the possibility of generating an
effective vaccine in the future,” Rowland-Jones
says. “The problem of generating an HIV-1 vac-
cine is enormous, but I do think it will ultimately
be solved.”

For instance, vaccine researchers could study
people who naturally control HIV-1 infection
without the need for antiretroviral therapy, she
notes.

“In our studies in West Africa, we have
focused on infection with the second HIV strain,
HIV-2, where the majority of infected people live
to a ripe old age without any signs of immunod-
eficiency,” Rowland-Jones explains. “Yet those
who become sick behave exactly as if they had
HIV-1.”

This model of attenuated human infection
with an HIV strain that clearly can kill people,
but usually doesn’t, has been neglected by the
research community, she adds.

“It could provide valuable insights into protec-
tive immunity,” Rowland-Jones says.

One of the problems with the current HIV vac-
cine development is that there is a concentration
of similar ideas or a not-well-defined selection
process of candidate vaccines, Lu says.

“These problems should be addressed, and the
system should be improved, including any new
mechanisms that can have a more transparent
and flexible funding process to identify and
quickly advance any promising concepts for
human testing,” Lu says. “A complete stop of
HIV vaccine research is going to destroy the
entire system, and then it will be true that there
will be no chance to have an HIV vaccine in the
future.”   ■
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‘Healthy Relationships’
empower HIV-infected
women and encourage
safer sex habits
Condom use, adherence increased

AWashington, DC, HIV prevention inter-
vention targets a population of mostly
African-American women who come

from such abusive backgrounds that their risky
behaviors even place their children at risk of
mother-to-child (MTC) transmission.

“In the CDC’s recently released numbers, 56
adolescents who are HIV positive contracted the
virus at birth,” says Abby Charles, program
coordinator for prevention with positives pro-
gram (PROSPER) at The Women’s Collective in
Washington, DC.

“So mother-to-child transmission is still a sig-
nificant concern in DC,” Charles says. “We
recently implemented screening during pregnancy,
but we need to provide these women informa-
tion on the importance of maintaining care and
getting into care.”

The Women’s Collective in 2003 formed
Healthy Relationships, a prevention program for
HIV positive women, using Ryan White Title I
funding, Charles notes.

The program expanded into the PROSPER
empowerment intervention, with additional
funding from the Johnson & Johnson’s
Generations program, she adds.

“The Johnson & Johnson’s grant gave us a lot
of flexibility, and that’s why we were able to
fund PROSPER in addition to Healthy
Relationships,” Charles explains.

Together, the two programs educate HIV-
infected women about how to engage in safer
behaviors, and they help to eliminate barriers to
HIV care and to improve the women’s self
esteem.

“Healthy Relationships is an effective tool to

get information across to people with regard to
safer sex,” Charles says. “It helps build skills for
disclosure and discusses barriers to disclose or to
use condoms.”

PROSPER encourages these women, who often
have been abused much of their lives, to put
their own health and needs first by being respon-
sible for condom use, she adds.

“We use gender and ethnic pride to build up
self-value,” Charles says. “We discuss co-infec-
tion and re-infection and why it’s important for
you to use a condom and prevent spreading
HIV.”

The program also discusses medical adherence
and the importance of taking HIV medicine, and
women are educated about mother-to-child
transmission.

The program resulted in positive outcomes. At
baseline, 11 percent of the women reported using
condoms every time they had vaginal, anal, and
oral sex. After attending the sessions, 39 percent
of the women reported using condoms each time,
Charles says.

Also, at baseline, 39 percent of women said
they had disclosed their HIV status in all situa-
tions where it might have prevented someone
from being infected with HIV. After the sessions,
84 percent of women reported that they had dis-
closed their HIV status in all such situations,
Charles says.

Women attend five sessions that are based on
the Healthy Relationships curriculum, and there
are an additional five sessions based on PROS-
PER. The groups are held twice a week on
Mondays and Thursdays for a five-week period.

“Ideally, the maximum number of women
attending is 15, but we’ve had groups that started
with seven and ended with 17,” Charles says.

Here’s how the program works:
1. Discuss women’s health in general and

mother-to-child transmission.
“We talk about the importance of pap smears

and talk about other diseases that affect African-
American women, like hypertension and dia-
betes,” Charles says.

“We find that women who have HIV don’t
think about their nutrition as much as they
should,” she notes. “So we encourage all popula-
tions to think about the pieces to their health,
including exercise, breast cancer, and cervical
cancer.”

A physician discusses MTC transmission and
obstetrics/gynecological issues.

2. Make the women feel special.
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The room in which the group meets has
dimmed lights, candles, and rose petals, Charles
says.

“We serve the women food, and many of these
women have never been in a restaurant before,
so it’s empowering for them to have the experi-
ence of being served,” Charles explains.

The women receive a small gift at each session.
These include condoms, dental dams, and lubri-
cants, as well as bath and body lotions, CDs,
journals, inspirational books, pedicure sets, nail
polish, and other items will help a woman pam-
per herself, Charles says.

“We also try to provide massages and
acupuncture,” she adds. “For the last meeting,
we provide makeovers for the women, including
makeup, hand massages, and facials.”

3. Discuss condom use.
“We bring in a safe sex presenter who gives

women a thorough look at each condom, how it
feels, the different textures, different lubrication,”
Charles says.

Also, an education presenter discusses sexually
transmitted diseases (STDs) and shows women
pictures of what they look like.

4. Promote medication adherence.
A medical adherence specialist or nurse practi-

tioner discusses the importance of treatment
adherence in the women’s lives.

“We talk about the importance of advocating
for yourself with your medical provider,”
Charles says. “And we do a number of different
activities and exercises, using pictures of family
members who are important to them and who
would like to see them around.”

The photos are a tool for reminding the
women why it’s important to maintain their
medication regimen, and the pictures are used to
help build their self esteem, she adds.

5. Teach how to disclose HIV status.
As part of the focus on ethnic pride and self-

esteem building, the session teaches women how
to disclose their HIV status to their potential sex-
ual partners.

“For each session, we start with an empower-
ing poem that is written about women of color,”
Charles says.

Session presenters tie the poem to disclosure
and to having safer sex, Charles says.

“We ask them, ‘How does that poem speak to
you where you are?’” she says.

The combined Healthy Relationships and
PROSPER program is a good example of why it’s
important for HIV prevention programs to have

some built-in flexibility, Charles notes.
“Each population is so different, and some-

times they need three or five more sessions for
which funding is important,” Charles says. “For
our population, using a pampering approach for
women definitely builds empowerment and
facilitates behavior change.”

Empowerment also helps women understand
why the HIV prevention information is so impor-
tant for their lives, she says.

“Women often are homemakers and child care
workers, and it’s difficult to get them to come to
a group session,” Charles explains. “So we pro-
vide child care, which is helpful, but it’s the pam-
pering that gets them to come back.”   ■

FDA issues warning for
nonoxynol-9 products
By Rebecca Bowers
This article originally appeared in the March 2008 issue of
Contraceptive Technology Update

Over-the-counter contraceptive products
that contain the spermicide nonoxynol-9
(N-9) now will carry a warning label to

alert consumers that such products do not pro-
tect against sexually transmitted diseases (STDs)
and HIV/AIDS, following a final ruling by the
FDA.

The move comes after the agency’s January
2003 proposal to issue new warning statements
and other labeling information for such products.
The agency says the rule is being finalized fol-
lowing a public comment period and a thorough
analysis of information and views from con-
sumers, health care providers, academicians, and
industry representatives.

The ruling comes as no surprise to readers.
Clinicians have been counseling patients on the
ineffectiveness of N-9 against HIV since 2000,
based on the results of microbicide research.1

This message was reinforced again in 2002, when
further research indicated that N-9 failed to pro-
tect against such STDs as urogenital gonorrhea
and chlamydia.2

The FDA is issuing this final rule to correct
misconceptions that the chemical N-9, in these
widely available stand-alone contraceptive prod-
ucts, protects against sexually transmitted dis-



eases, including HIV infection,” said Janet
Woodcock, MD, FDA’s deputy commissioner for
scientific and medical programs, chief medical
officer, and acting director of the Center for Drug
Evaluation and Research in an announcement on
the final ruling. “Clinical research has shown that
N-9 provides no protection against sexually trans-
mitted diseases to the woman if her sexual part-
ner is infected with an STD pathogen or HIV.”

The guidance is specifically aimed at over-the-
counter (OTC), stand-alone vaginal contraceptive
and spermicidal products such as gels, foams,
films, or inserts. 

The new warning information includes the fol-
lowing language:

• For vaginal use only. 
• Not for rectal (anal) use. 
• Sexually transmitted diseases (STDs) alert:

This product does not protect against HIV/AIDS
or other STDs and may increase the risk of get-
ting HIV from an infected partner. 

• Do not use if you or your sex partner has
HIV/AIDS. If you do not know if you or your
sex partner is infected, choose another form of
birth control. 

• When using this product you may get vagi-
nal irritation (burning, itching, or a rash). Stop
use and ask a doctor if you or your partner get
burning, itching, a rash, or other irritation of the
vagina or penis. 

Other information in the new labeling
includes:

• Studies have raised safety concerns that
products containing the spermicide nonoxynol 9
can irritate the vagina and rectum. Sometimes
this irritation has no symptoms. This irritation
may increase the risk of getting HIV/AIDS from
an infected partner. 

• You can use nonoxynol 9 for birth control
with or without a diaphragm or condom if you
have sex with only one partner who is not infect-
ed with HIV and who has no other sexual part-
ners or HIV risk factors. 

• When used correctly every time you have
sex, latex condoms greatly reduce, but do not
eliminate the risk of catching or spreading HIV,
the virus that causes AIDS. 

• Use a latex condom without nonoxynol 9 if
you or your sex partner has HIV/AIDS, multiple
sex partners, or other HIV risk factors. 

• Ask a health professional if you have ques-
tions about your best birth control and STD pre-
vention methods.3

While the news on N-9 may not be new,
reports about the new label warning may be of
concern to couples who rely on spermicides for
contraception, advises Anita Nelson, MD, pro-
fessor in the Obstetrics and Gynecology
Department at the University of California in Los
Angeles (UCLA) and medical director of the
women’s health care programs at Harbor-UCLA
Medical Center in Torrance. Clinicians may wish
to recap the following message from
Contraceptive Technology on spermicides: “Do
not use spermicides to reduce risks of sexually
transmitted diseases. Use male or female con-
doms for this purpose.”4

How about condoms?
The final rule requiring warnings for all OTC

vaginal contraceptives/spermicides containing N-
9 applies to drug products, notes the FDA. It does
not apply to condoms lubricated with N-9, which
are primarily regulated as medical devices.

The agency issued draft guidance on condom
labeling in 2005. Final ruling on the draft guid-
ance has not been handed down yet.

The draft guidance calls for retail packaging of
latex condoms with N-9 to include a statement
indicating “that the lubricant on the condom con-
tains N-9, which kills sperm, but that the extent of
pregnancy protection contributed by the N-9 has
not been measured.”4 It also calls for packaging to
include a statement that the N-9 in the product
does not provide protection from HIV/AIDS or
other sexually transmitted diseases.5

While some manufacturers have ceased manu-
facture of condoms of N-9, some brands continue
to carry the spermicidal coating. A check of the
retail web site www.condomania.com, yields
eight choices: Beyond Seven, Life Styles Ultra
Sensitive, Trojan Her Pleasure, Trojan Supra,
Trojan Ultra Pleasure, Trojan Ultra Ribbed, Trojan
Ultra Thin, and Trojan Very Sensitive.

Several organizations, including the Global
Campaign for Microbicides and the San
Francisco AIDS Foundation, have called for the
removal of N-9 from condoms. If manufacturers
will not remove N-9 from condoms, such groups
are asking that the FDA require warning labels
for condoms containing N-9.
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Research project developed
active, engaged consumer
advisory board
By Melinda Young
This article originally in the March 2008 issue of IRB
Advisor

When a Boston, MA, research team
decided to study HIV/AIDS preven-
tion among the mentally ill, a group

that is particularly vulnerable to infection with
the disease, they had to ensure their research vol-
unteers were recruited with appropriate privacy
safeguards and thoroughly understood their
research participation.

"We're targeting a population of people who,
by the nature of psychiatric disorder, are vulnera-
ble, and we're targeting the prevention of a dis-
ease where there's a lot of stigma," explains
Stephen Brady, PhD, an associate professor of
psychiatry and graduate medical sciences and
the director of the mental health and behavioral
medicine program at Boston University School of
Medicine in Boston. Brady is the principal inves-
tigator of the study on HIV prevention with the
mentally ill.

So investigators created a consumer adviso-
ry board (CAB), which along with the IRB, pro-
vided guidance in recruitment and informed
consent.

"The consumer advisory group was our idea,
and it was encouraged by the National Institute
of Mental Health," Brady says. "You don't have to
have a consumer advisory board but, increasing-
ly, I think CABs are going to become the stan-

dard for these kinds of studies."
The CAB consists of 8-10 people, who have a

mental illness, are HIV-positive, or are impacted
by these illnesses. Members meet monthly and
have contact between sessions, he says.

The board has even assisted research staff with
pilot testing the study's assessment instruments,
says Jori Berger-Greenstein, PhD, an academic
rank assistant professor in the department of
psychiatry at Boston University School of
Medicine. Berger-Greenstein is the project direc-
tor of the HIV prevention study.

CAB members were recruited through a con-
sumer advisory group of people with mental ill-
ness in Massachusetts and from a center for
HIV/AIDS care and research.

"We brought the two groups together to create
a unique consumer advisory board," Brady says.

A leaders in advocacy for mental illness
aggressively recruited CAB members and even
escorted people to the meetings, and HIV/AIDS
advocates also were very helpful, he notes.

The board has changed and evolved as some
people left the area or their mental illness or dis-
ease proved too burdensome, Brady says.

"I've been on other studies and have had expe-
rience with other boards," Berger-Greenstein says.
"Often it's something researchers do to say they're
doing it, but they don't take it very seriously."

Likewise, the people running the CABs often
lack active interest in the study and their role,
she says.

But the CAB for the mental health and HIV
prevention study has been extremely engaged
and helpful to the research team, Berger-
Greenstein says.

One key has been Brady's active participation
"It is important to them that the head scientist

in the study cares about them and wants to hear
from them," Brady says.

"A lot of time people do the boards, and then
they aren't given much to do,"" Brady says. "Our
board is very active."

For instance, the CAB has helped with inter-
viewing and training direct care staff for the
study and vetted subject recruitment materials,
Brady says.

CAB members also have helped pilot test the
assessment instruments by pretending to be
potential subjects and answering instrument
questions. They gave researchers feedback on
whether an instrument was too long or intrusive,
he says.



"They did the initial outreach at various com-
munity organizations where they thought there'd
be large numbers of people with mental illness
and who were at risk for HIV," he adds. "They
went to women's shelters and talked to the staff
they knew there, or they put up fliers for us,
sometimes giving a talk themselves."

The CAB also has helped provide additional
safeguards for participants recruited in the trial.

Here are some the ways the research team has
ensured maximum human subjects protection:

• Protect identities: The IRB required that
researchers not identify potential participants by
name in the screening process, Brady says.

"We don't identify people by name at all, and
we think it is a good idea," he adds.

"We only ask people if they have a mental ill-
ness, and we give them a menu of illnesses,"
Brady explains. "We don't ask them which illness
they have, and we don't ask about specific HIV
risk behaviors, but give them a menu of behav-
iors and ask if they've engaged in those."

This way, researchers can gather important
screening information without potentially harm-
ing the potential participants, he says.

And this is done before people agree to enroll
and informed consent is provided.

• Do not recruit directly: It's important to
many IRBs that researchers do not directly
approach potential participants and request their
participation, Brady says.

"We can use general advertising, and people
can self-refer and providers can self-refer," he
adds. "But we don't approach patients directly to
solicit their participation."

Instead, researchers relied on referrals and
advertising and assistance from the CAB.

• Assess participants' understanding of the
informed consent language: "We go to great
lengths to make sure our informed consent docu-
ment is detailed, but also we spend a lot of time
discussing that with patients," Brady says.

"We ask them questions about what they
understood about the study, and we engage in an
ongoing dialogue to make sure they understand
the particulars of this study," he adds.

Researchers focus on making certain partici-
pants understand that their treatment will not be
impacted by their participation in the study.

"We want them to know they can get out of
the study at any time and change their mind,"
Brady says.

Investigators evaluate potential participants'
appropriateness for being enrolled during the

informed consent process, as well, Berger-
Greenstein notes.

"When we do informed consent, we have them
repeat things back," Berger-Greenstein says.
"We're very careful to make sure they're intact
enough to participate."

For example, one young woman who wanted
to enroll in the study was discovered to be suici-
dal, so she was referred to a psychiatric emer-
gency room rather than being enrolled in the
study, Brady says.

"The welfare of the people we're helping takes
precedence," Berger-Greenstein says.

If participants are determined during the
informed consent or screening processes to need
medical help, they can be referred to nearby serv-
ices since the research is taking place within a
large medical campus, Brady says.

"Another way to look at this safeguard is that
we're a full service agency campus that can triage
people appropriately if their mental health status
is unstable," he adds.   ■

Religion is important 
difference among HIV-
infected Southern minority
population
Adherence barriers largely are the same as the coasts

Since many medication adherence programs
were developed with HIV-infected urban
and coastal populations, it is legitimate to

ask whether these strategies will work with a
deep South minority population.

“I suspected the barriers to adherence in this
Southern population might be different from
what is in the literature because most of the stud-
ies have been in California, New York, and large
cities,” says Debbie Konkle-Parker, PhD, FNP,
an assistant professor in the department of medi-
cine and school of nursing at the University of
Mississippi Medical Center in Jackson, MS.
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“I was wondering of this population that is
mostly African American and heterosexual has a
different look than what you’d typically see with
a white, gay male population in San Francisco,”
Konkle-Parker says.

“I wanted to find out what were the specific
issues for our population, and then I’d use this
information in designing an adherence interven-
tion,” she adds.

What Konkle-Parker found surprised her:
“The barriers and facilitators for medication
adherence were, for the most part, pretty similar
to what was found elsewhere,” she says.

“That was good to know because it implies
that interventions that were tested in other parts
of the country might work in this part of the
country,” Konkle-Parker adds.

However, there was one notable difference:
“Prayer and spirituality was very helpful for our
population,” she says.

“They spoke about how important it was to
have that faith, which was a foundation for
them,” Konkle-Parker says. “In a sense, they
were depending on God to help them take their
medications and help them deal with the difficul-
ties they face because of having HIV.”

Southern minority patients expressed that 
religion was an important part of their lives, she
adds.

“That’s important for us in the research and
medical field to recognize because we need to
make that a part of what we do to help people
work through the difficulties of what they come
up against with HIV,” Konkle-Parker says.

The chief commonly-experienced barriers
included the perceived burden of having to make
extra planning, denial of HIV, and life stress.1

Denial frequently was a barrier
“They had a personal denial of the disease

process, didn’t want to acknowledge it and,
therefore, didn’t take their medicine,” Konkle-
Parker says. “And stress is cited in all the studies
about adherence.”

Other barriers included side effects from the
medicine and social stigma and shame, she says.

“People have to keep it a secret from their
jobs,” Konkle-Parker says. “They’re embarrassed
to pick up their medications and embarrassed to
admit they have this disease.”

The study found some commonality among
the factors that could assist patients with their
medication adherence.

For instance, acceptance of the HIV diagnosis
made it easier to take the medicine, Konkle-
Parker says.

“They had to come to a point where they
could say, ‘Yes, nobody is going to take care of
me except myself, and I know what I have to do
about it,’” she explains. “People had to think
about the consequences of not taking the medica-
tion and think about the people they knew who
died from AIDS and think about not wanting to
put their families through that kind of turmoil.”

The recent improvements in antiretroviral
medication regimens has helped to reduce side
effects, easing that barrier, she notes.

“And support from their families and friends
is the counterbalance to social stigma and
shame,” Konkle-Parker says.

As a result of the study’s findings, Konkle-
Parker has developed an intervention that is
based on the information/motivation behavior
skills model, tailored to each individual’s
needs.

“I began the intervention fairly soon after the
focus groups, but I didn’t fold faith into the inter-
vention as much as I should have,” she says. “I
do plan to include spirituality in that more in the
future.”

The chief strategies she uses for adherence are
as follows:

• First recognize and acknowledge to the
patient that this is difficult, Konkle-Parker says.

• Ask the patient what are some of the things
he or she feels will be the most difficult in terms
of his or her acceptance of HIV, she says.

• Find out who the patient can talk to about
his or her HIV infection and see if that person
can support him or her down the road when
extra help is needed.

A peer advocate or support group is needed
to let patients know they’re okay, Konkle-Parker
says.

“Denial, stigma, and shame make it very diffi-
cult for people to take their medications regular-
ly,” Konkle-Parker says. “Even if there are hous-
ing and access to medication and side effects are
okay, if you haven’t accepted the fact that you
have HIV, or if you need to keep it private from
everybody in your life, then those more subjec-
tive things are going to make it difficult.”

Reference:
1. Konkle-Parker DJ, et al. Barriers and facilitators to med-

ication adherence in a Southern minority population with
HIV disease. J Assoc Nurses AIDS Care. 2008;19:98-104.



VITROS anti-HIV test 
is approved

On March 27, 2008, the FDA approved a
new HIV diagnostic test, the VITROS
Anti-HIV 1+2 Reagent Pack and VITROS

Anti-HIV 1+2 Calibrator, manufactured by
Ortho-Clinical Diagnostics. The VITROS Anti-
HIV 1+2 Reagent Pack and VITROS Anti-HIV
1+2 Calibrator is an in vitro chemiluminescent
immunoassay intended for the in vitro qualita-
tive detection of antibodies to human immunod-
eficiency virus types 1 and 2 in human serum
and plasma using the VITROS ECi/ECiQ
Immunodiagnostic System.

The results of the VITROS Anti-HIV 1+2 assay,
in conjunction with other serological evidence
and clinical information, may be used as an aid
in the diagnosis of infection with HIV-1 and/or
HIV-2 in persons with signs or symptoms of, or
at risk for, HIV infection. 

The assay is highly sensitive and specific for
the detection of anti-HIV types 1 and 2 antibody.
The VITROS ECi/ECiQ Immunodiagnostic
System is fully automated, reducing the potential
for operator errors, with redundant checks to
ensure integrity of the system. This automation
allows for increased efficiency and convenience. 

FDA-approved assays for diagnosis and donor
screening for HIV are listed at
http://www.fda.gov/cber/products/testkits.htm. 

Large study suggests heart attack risk from
use of abacavir or didanosine

The FDA has been made aware of recent, pre-
liminary findings from analyses of data collected
from “The Data Collection on Adverse Events of
Anti-HIV Drugs (D:A:D) Study,” a large observa-
tional study of 33,347 HIV-1 infected patients liv-
ing in North America, Europe and Australia.
Patients in this study are being followed to eval-
uate the short- and long-term adverse effects of
treatment with anti-HIV drugs. 

Analyses of data collected through Feb. 1, 2007
examined the risk of myocardial infarction (heart
attack) in patients taking selected HIV drugs

from the class of drugs known as nucleoside
reverse transcriptase inhibitors (NRTIs). The
NRTIs included in the analyses were zidovudine,
stavudine, abacavir, didanosine, and lamivudine.
No analyses were conducted evaluating the risk
of heart attack when patients take tenofovir or
emtricitabine, two other drugs in the class. The
analyses, specifically, describe the relative risk of
heart attack among cumulative use, recent use
(currently using or use within the past 6 months),
and past use (last use greater than 6 months ago)
of these drugs. 

These analyses showed that recent use of aba-
cavir or didanosine was associated with an
increased risk of heart attack. Patients taking
either of these drugs had a greater chance of
developing a heart attack than patients taking
other medications. The risk did not appear to
increase over time, but remained stable and
appeared to be reversible after abacavir or
didanosine were stopped. 

In late 2007, GlaxoSmithKline (GSK), the man-
ufacturer of abacavir, received the preliminary
findings from the D:A:D Study analyses and con-
ducted a search of their own clinical study data-
bases. The results of the GSK analysis are incon-
clusive, but did not show an increased risk. 

Bristol Myers Squibb (BMS), the manufacturer
of didanosine, conducted an analysis of their
clinical databases, and similarly, found no
increased risk for heart attack with didanosine
use. The results of the BMS analysis are also
inconclusive. 

Key findings from the D:A:D Study are as
follows: 

• The excess risk of heart attack in patients
taking at least some NRTIs appears to be greater
in patients with other risk factors for heart dis-
ease. Risk factors include a history of heart dis-
ease, high cholesterol, high blood pressure, dia-
betes, smoking, and age. 

• Certain analyses found the risk of heart
attack increased by 49% in patients taking
didanosine and increased by 90% in patients tak-
ing abacavir. 

• The increased risk for heart attack remained
stable over the course of treatment and the effect
was not seen 6 months after stopping the drugs. 

• The FDA currently believes analyses con-
ducted with D:A:D Study data are incomplete; no
analyses were conducted evaluating the risk of
heart attack when patients take tenofovir or
emtricitabine, two other drugs in the class of
NRTIs. However, FDA continues to evaluate the
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overall risks and benefits of abacavir and didano-
sine. This evaluation may result in the need to
revise labeling for the products. Until this evalu-
ation is complete, healthcare providers should
evaluate the potential risks and benefits of each
HIV-1 antiretroviral drug their patients are tak-
ing, including abacavir and didanosine. 

This early communication is in keeping with
FDA’s commitment to inform the public about
ongoing safety reviews of drugs. FDA will work
with the manufacturers of abacavir and didano-
sine to fully evaluate the risks and benefits asso-
ciated with the use of these products as part of
an HIV treatment regimen. As soon as this
process is complete, FDA will communicate the
conclusions and recommendations to the public. 

The FDA urges healthcare professionals to
promptly report serious and unexpected adverse
reactions associated with abacavir and didano-
sine, and all drugs, to the FDA MedWatch report-
ing program, which is available online at
www.fda.gov/medwatch/report.htm or by
phone at 1-800-332-1088.

Atazanavir capsule label is updated for
pediatric patients

The atazanavir (Reyataz) Capsule label has
been updated to include the dosing recommen-
dations for pediatric patients 6 to 18 years of age. 

Atazanavir should not be administered to
pediatric patients below the age of 3 months due
to the risk of kernicterus (a type of brain damage
caused by excessive levels of bilirubin).

Important changes made to the product label
include the following:  

• Section 2.2 Recommended Pediatric Dosage
was added to the label.

• The recommended dosage of atazanavir for
pediatric patients (6 to less than 18 years of age)
is based on body weight and should not exceed
the recommended adult dosage. Atazanavir cap-
sules must be taken with food. The data are
insufficient to recommend dosing of atazanavir
for any of the following: 1) patients less than 6
years of age, 2) without ritonavir in patients less
than 13 years of age, and 3) treatment-experienced 

■ Research explains link
between PIs and heart 
disease

■ Self-reports on pill taking
can be reliable, study finds

■ Life stresses have major
impact on adherence

■ Telephone support can
keep patients on their meds

COMING IN FUTURE MONTHS

13. AIDS Healthcare Foundation is calling for an end to
federal funding of HIV vaccine research. How
much federal money has been spent on the
research?

A. More than $1 billion
B. More than $850 million
C. About $500 million
D. $469 million

14. What is the value in having an HIV prevention
intervention like PROSPER that includes fringe
benefits, such as massage, small gifts, dinner for
attendees?

A. It helps the HIV-infected persons with issues of
self-esteem

B. It provides an incentive for attending intervention
sessions

C. Both A & B
D. None of the above

15. Which of the following was one adherence facilita-
tor that was cited by Southern minority patients
with HIV, but was not included in literature about
urban and homosexual populations of HIV-infected
populations?

A. Family and friend support
B. Simpler medication regimens
C. Fewer side effects
D. Faith and spiritual support

CE/CMEquestions

Answers: 13. (b); 14. (c); 15. (d)
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pediatric patients with body weight less than
25 kg. 

• Therapy-Naive Pediatric Patients: The rec-
ommended dosage of atazanavir with ritonavir
in treatment-naive patients at least 6 years of age
is shown in Table 1. 

• For treatment-naive patients at least 13 years
of age and at least 39 kg, who are unable to toler-
ate ritonavir, the recommended dose is atazanavir
400 mg (without ritonavir) once daily with food. 

• In section 6 Adverse Reactions subsection 6.2
Clinical Trial Experience in Pediatric Patients was
added and includes the following information:
The safety profile of atazanavir in pediatric
patients (6 to less than 18 years of age) was com-
parable to that observed in clinical studies of
atazanavir in adults. The most common Grade 2-4
adverse events (³5%, regardless of causality)
reported in pediatric patients were cough (21%),
fever (19%), rash (14%), jaundice/scleral icterus
(13%), diarrhea (8%), vomiting (8%), headache
(7%), and rhinorrhea (6%). Asymptomatic second-
degree atrioventricular block was reported in 2%
of patients. The most common Grade 3-4 laborato-
ry abnormality was elevation of total bilirubin (≥
3.2 mg/dL) which occurred in 49% of pediatric
patients. All other Grade 3-4 laboratory abnormal-
ities occurred with a frequency of less than 3%. 

• In section 14 Clinical Studies, subsection 14.3
Pediatric Patients was added and includes the
following: Assessment of the pharmacokinetics,
safety, tolerability, and efficacy of atazanavir is
based on data from the open-label, multicenter
clinical trial PACTG 1020A conducted in patients
from 3 months to 21 years of age.  In this study,
182 patients (83 antiretroviral-naive and 99 anti-
retroviral-experienced) received once daily
atazanavir, with or without ritonavir, in combina-
tion with two NRTIs. 

• Ninety-nine patients (6 to less than 18 years
of age) treated with the atazanavir capsule for-
mulation, with or without ritonavir, were evalu-
ated. In this cohort, the overall proportions of
antiretroviral-naive and -experienced patients
with HIV RNA < 400 copies/mL at week 24 were
68% (28/41) and 33% (19/58), respectively. The
overall proportions of antiretroviral-naive and
?experienced patients with HIV RNA < 50
copies/mL at week 24 were 59% (24/41) and 24%
(14/58), respectively. The median increase from
baseline in absolute CD4 count at 20 weeks of
therapy was 171 cells/mm3 in antiretroviral-
naive patients and 116 cells/mm3 in antiretroviral-
experienced patients.   ■
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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.


