
Many Southeastern states
lack adequate ADAP funds
to meet Medicaid needs
Officials predict $163 million shortfall for 2001

While rising HIV drug costs, coupled with
federal funding shortfalls, created dwin-
dling AIDS Drug Assistance Program

(ADAP) budgets last year, an AIDS advocacy group
is predicting a $163 million ADAP budget shortfall in
fiscal year 2001.

Also, a new report on ADAP shows that some
states, particularly in the Southeast, are struggling
with inadequate ADAP funding that results in wait-
ing lists and more stringent enrollment criteria.1

The ADAP Working Group of Washington, DC,
predicts that ADAP will have a $163 million short-
fall next year.

“We have some problems, but not a programwide
disaster by a long shot,” says Bill Arnold, chair of
the ADAP Working Group. “Across the board, you
have to give ADAP a
very high mark, espe-
cially when you think
that back in 1995, this
was a dinky program
that gave people medicine that made things easier
while they were dying, and now there’s 10 times that
amount of medication activity, six times the number
of clients, and eight times the amount of money.”

Most states have emerged in good shape from
several years of growing pains as ADAP funding
increased to cover antiretroviral medications for a
growing number of HIV-positive people, Arnold
says. For instance, the national ADAP budget bal-
looned from $207.5 million in fiscal year 1996 to
$665.5 million in fiscal year 1999.1
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ADAP finally is able to provide a basic range of
antiretroviral therapy to low-income, uninsured,
or underinsured people, says Arnold Doyle,
MSW, director of the HIV Treatment Program for
the National Alliance of State and Territorial AIDS
Directors (NASTAD) in Washington, DC. Doyle 
is a co-author of “National ADAP Monitoring
Project: Annual Report March 2000,” funded by
The Henry J. Kaiser Family Foundation of Menlo
Park, CA, and produced by NASTAD and the
AIDS Treatment Data Network in New York City.
(See story on the ADAP report, p. 67.)

The ADAP Working Group estimates that the
average cost of treatment per person on ADAP
will be a little more than $10,000 for fiscal year
2001. This includes the costs of treating and pre-
venting opportunistic infections. Based on this
estimate, the advo-
cacy coalition, which
includes AIDS advo-
cacy groups and
pharmaceutical com-
panies, projects that it will cost $895 million to
adequately fund ADAP in fiscal year 2001. The
projected base budget is $732 million, which is
how the group arrives at its $163 million short-
fall figure.

Doyle says he doesn’t necessarily agree that
ADAP’s remaining problems could be solved by
a large increase in federal funding. “Because of
the way it’s run through the formula and trickled
down to smaller states, they don’t see huge
increases that will make a dent in their budget
problems,” Doyle says.

“I think the situation is good in terms of the
fact that the programs are reaching a lot of peo-
ple, and they’re reaching a lot of racial and ethnic
minorities,” Doyle says. “But there are persistent
limitations in some states, like the Southeast and
frontier states.”

State funding is key to problem areas

Problems remain in the states that put no or
very little state money into the program, such as
the Dakotas, which provided no state ADAP
funding in 1999, and in Southern states that have
less expansive Medicaid programs combined with
smaller contributions to ADAP than are needed,
Doyle explains.

“ADAPs and Ryan White programs are meant
to be gap fillers, to fill in gaps in access to treat-
ment for lower-income people,” Doyle says. “If
you have a less expansive Medicaid program,
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you have more people in that gap, and the gap
that ADAP has to cover will be larger.”

For example, South Carolina, which is one of the
resource-poor states when it comes to Medicaid
funding, has an ADAP with a three-month-long
waiting list of 150 HIV-positive people. Moreover,
South Carolina is one of a handful of states that 
still require people with HIV to meet a medical
requirement of having a low CD4 cell count (less
than 500) before they qualify for ADAP coverage. 

Compounding South Carolina’s problem is a
growing AIDS population. The state began to
receive additional federal money this year because
of its growing number of AIDS cases, says Joann
Lafontaine, MPH, program manager for Ryan
White Title II, South Carolina Department of
Health and Environmental Control in Columbia.

While the waiting list is longer than what it
has been in the past, it still is a short enough
period of time that patients on the list can receive
antiretroviral drugs from the state’s HIV consor-
tia, which provide regional support medical ser-
vices to HIV patients. The consortia receive their
own Ryan White Title II funds. “What happens
when the waiting list gets long is we eat up
money in the consortia,” Lafontaine says. “This
is not good in the long run because it’s not the
best use of funding.”

AIDS rate stays level, but ADAP funding falls

The largely rural southern state has the fifth-
highest rate of AIDS cases per 100,000 in the
nation, and this is part of the reason the state
has a waiting list, Lafontaine adds. “And our
HIV rate has stayed fairly level, but you see
most everyone else’s HIV rate going down.”

To make matters worse, infectious disease spe-
cialists in the state are reporting many cases in
which HIV patients’ drug regimens are failing,
Lafontaine says.

“We don’t know if it’s actually a drug failure or
a patient who is not able to comply with the drug
regimen,” she adds.

While the state’s federal funding has increased,
its contribution to ADAP is lagging behind. South
Carolina’s contribution to the total ADAP budget
is about 8%, down from 13% in 1998, according to
the report.

When Hurricane Floyd struck North Carolina
last fall, causing disastrous flooding and other
storm damage, the state diverted more than $4
million of state ADAP funding to flood relief
efforts. North Carolina still will have enough

money to handle all eligible HIV cases in fiscal
year 2000, says Arthur Okrent, manager of the
AIDS Care Unit ADAP of the North Carolina
Department of Health and Human Services in
Raleigh.

In November 1998, the North Carolina legisla-
ture approved giving $8 million to ADAP, mak-
ing it one of the few states to provide more than
50% of the total ADAP budget.

The state had only begun to explore expand-
ing its ADAP financial eligibility from among
the lowest in the nation at 125% of poverty level
to 250% of poverty level when the hurricane

struck. The report 
on expanding eligi-
bility still needs to 
be reviewed by the
state legislature.

Meanwhile, there were not as many people
added to the ADAP rolls as anticipated, so the
program can survive without the state money
that was diverted to flood relief, Okrent says.

“We’re cautiously optimistic and have no wait-
ing list,” Okrent adds. “We’re accepting all com-
ers who qualify for the program.”

Georgia, Florida eliminate waiting lists

Georgia has headed off ADAP funding prob-
lems by changing the way the program is admin-
istered and by doing budget forecasting, Doyle
says.

“Georgia had a persistent waiting list for
years, and recently was able to pull everyone off
the waiting list and put them on the program,”
he adds. “Georgia also has expanded its formu-
lary to cover opportunistic infections treatment,
which it hadn’t covered in the past.”

Florida also has improved its program’s access
with these changes:

• eliminating its waiting list two years ago;
• improving access by making drugs available

to people earning up to 300% of the poverty level;
• adding 20 drugs to the formulary list.
“We have a pretty good chance of getting addi-

tional state funds,” says Joseph May, AIDS Drug
Assistance Program Manager for Florida ADAP
in Tallahassee.

The only hitch is that Florida Gov. Jeb Bush
has proposed a billion-dollar cut in Medicaid
expenses. If Medicaid is squeezed, there could be
an indirect effect on ADAP, which picks up HIV
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patients who are ineligible for Medicaid, Arnold
says.

May says the governor’s proposed Medicaid
cuts, particularly any pharmaceutical reductions,
are a big concern.

“It’s really odd in this booming economy that
we have such talk of massive cutbacks in social
services,” May says.

Still, the Florida legislature gave ADAP an
additional $8 million for fiscal year 1999, and
there still is the possibility that state officials
could raise that to $12 million this year, May
adds. “We could lose some federal funds if we
don’t receive that additional matching money,”
he says.

But, the state with the most dire prospects this
spring is Tennessee, which may be forced to
close its statewide TennCare program. TennCare,

the state’s managed
health care program
for low-income fami-
lies, needs $200 mil-
lion more in state

money or it might close, says William L. Moore
Jr., MD, state epidemiologist and acting director
of Ryan White AIDS Support Services in
Nashville.

“The problem with TennCare is that it’s been
underfunded according to managed care organi-
zations and providers,” Moore says.

TennCare, which received a 1115b waiver
from the Health Care Financing Administration
in 1993 to cover Medicaid-eligible people and
Medicaid-ineligible underinsured and unin-
sured, enrolled 1.2 million people. Nine man-
aged care companies contracted with TennCare
to provide all health care needs for TennCare
enrollees. But as of June 30, contracts expire for
the biggest insurers, including Blue Cross/Blue
Shield. And the insurers have said they will not
renew unless the state puts $200 million more
into the program, Moore says.

“Unfortunately, the governor’s budget projects
a $380 million shortfall next year, and that’s not
including the $200 million,” he adds.

If TennCare closes, ADAP could encounter major
problems because TennCare provides coverage 
for many HIV patients’ drugs and medical care.
Currently, ADAP is used to cover drugs for HIV
patients for 120 days or less, depending on how
quickly they can become enrolled in TennCare,
Moore explains. For this reason, Tennessee has not

had to provide any state funding to the ADAP
program. But if TennCare closes, the $5.4 million
ADAP budget likely will be strained to cover
everyone eligible. 

For example, South Carolina and Tennessee
receive a similar amount of federal ADAP funding,
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Clinton: AIDS crisis
threatens U.S. security

The Clinton administration declared in
May that the global AIDS crisis threatens

U.S. national security because of its devastat-
ing effect on African military forces and other
infrastructure.

“Look at southern Africa . . . at the progress
they’ve made as far as economic and demo-
cratic reform,” White House Press Secretary
Joe Lockhart said at a press briefing. “And
then you look at the infrastructure . . . you’ve
got projections in some places where 50% of
the military will contract HIV/AIDS in the
not-too-distant future.”

Lockhart said there has been no official des-
ignation, but the president and the National
Security Council (NSC) consider AIDS a major
threat.

“We have an interest in Africa, as far as our
own national security, and we need to look at
this problem as the NSC has done — very
much so this year, but going back over the
last couple of years — as a national security
issue,” Lockhart said.

The United States is contributing $250
million toward preventing HIV infection in
African nations, which is only a beginning
as far as what is needed, Lockhart added.

“We have to do more as far as working
with Congress to get resources,” he said. “We
have to do more as far as mobilizing the inter-
national community and getting other coun-
tries [involved]. This is not a U.S. problem
alone. There are other countries in the world
with an interest in making sure that this prob-
lem is effectively dealt with.”

(Editor’s note: AIDS Alert will provide more
information about how the global AIDS crisis
threatens national security in the next installment
of AIDS Alert International, which will be pub-
lished in August 2000.) ■



but while South Carolina served about 650 HIV-
infected clients in 1999 through ADAP, Tennessee
served about 160 people. Tennessee’s ADAP
expenses were one-fourth those of South Carolina 
in 1998.

Still, problems like those in Tennessee can be
solved with more state funding and an increase
in federal ADAP money, Arnold says.

“States that don’t throw in state money to help
out and are just using federal money, run into the
problem of having too few drugs on the formu-
lary, or they set eligibility criteria very low, or
they end up with a waiting list,” Arnold says.

Reference
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Report details good news,
bad news of ADAP funding
States are doing better, but not out of woods yet

The AIDS Drug Assistance Program’s (ADAP)
simple mission, when founded in 1987 to help

states purchase AZT, has become a $700 million-
plus force in providing a variety of antiretroviral
drugs and treatments to HIV patients in all states
and territories.

Serving 61,000 people in 1999, ADAP con-
tributed to improving the AIDS survival rate of
the past few years, says Bill Arnold, chair of the
ADAP Working Group in Washington, DC. The
advocacy coalition consists of pharmaceutical
companies and AIDS organizations.

“It’s quite clear that one of the reasons we’re
not losing 40,000 people a year to AIDS and
instead are dropping down to 16,000 deaths is
because we are providing the medications
through ADAP,” Arnold says.

A new report on ADAP highlights how the
program has expanded considerably in the past
few years, as antiretroviral regimens became the
treatment standard. 

Along with the growth, a number of states
experienced problems, as many had long waiting

lists for people who needed the drugs and others
limited drug coverage or eligibility, according to
the “National ADAP Monitoring Project: Annual
Report March 2000,” which is a joint effort of the

National Alliance of
State and Territorial
AIDS Directors
(NASTAD) of
Washington, DC, 

the AIDS Treatment Data Network of New York
City, and The Henry J. Kaiser Family Foundation
of Menlo Park, CA.

“Since combination therapy was introduced in
late 1995 as the standard of care, ADAPs have
experienced a tremendous growth in monthly
expenditures and a large influx of new clients,”
the report says.

The report notes a trend of annual increases in
the monthly ADAP expenditures and the number
of new clients, says Arnold Doyle, MSW, director
of the HIV Treatment Program for NASTAD and
a co-author of the report.

“We’re still seeing increases, but not as great as
when they peaked in 1996 when combination
therapy came on the scene,” Doyle says. “Also
what is happening is new medications, new diag-
nostics, and new monitoring tests are available,
and the program will start to deal with how to
pay for viral resistance testing, for example.”

The report’s key findings are as follows:
• People with HIV receive differing levels of

care, depending on where they live. In North
Carolina, for example, they must have an income
below 125% of the federal poverty level to be eli-
gible for ADAP medications, while in New York
state they are eligible at 500% of the poverty
level. (See state-by-state ADAP profile chart,
pp. 64-65.)

• The amount and types of drugs covered by
ADAP also vary from state to state. Some states,
such as Alaska, Nebraska, and Colorado, cover
fewer than 20 drugs. But in California, New York,
Oregon, and Puerto Rico, more than 100 drugs
are available through ADAP.

ADAP clients doubled in 3 years

• The number of people served by ADAPs
doubled between 1996 and 1999 to about 60,000,
and the monthly costs tripled to $43 million in
June 1999. These increases largely have affected
the states hit hardest by the AIDS epidemic,
including New York, California, Florida, and
Texas.
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• Antiretroviral drugs, which account for
about 90% of all expenditures, represent the
largest cost increases. 

• Southeastern and frontier states are both
increasingly affected by AIDS and continue to
have the worst ADAP funding problems, result-
ing in capped enrollment, restricted access to pro-
tease inhibitors, and budget shortfalls.

• Those receiving ADAP assistance primarily
are very poor, with an average income below
200% of the poverty level. Nearly half of ADAP
beneficiaries have an income below 100% of the
poverty level.

• People receiving ADAP help rarely have
other insurance coverage. Only 7% received
Medicaid, and another 7% had private insurance
that included some prescription drug coverage.

• About 31% of ADAP clients are African-
American, 40% are white, 25% are Hispanic, and
Asians and Native Americans account for 1%.
The race of 3% is unknown.

• Five states continue to use medical eligibility
requirements, in addition to documented HIV
infection, to determine ADAP coverage (down
from 12 states in 1997). These eligibility require-
ments typically are based on CD4 cell counts
and/or viral-load measurements. The five states
are South Carolina, Idaho, Maine, Arkansas, and
Georgia (Puerto Rico also has such a requirement).

• A total of 23 states cover 10 or more of the 16
drugs recommended by the Guidelines for the
Prevention of Opportunistic Infections for
Persons Infected with HIV.

The report also details outreach programs 10
states have implemented in efforts to expand their
ADAP coverage of minority HIV patients. Here’s
a brief synopsis of what the states are doing:

• Alabama: The state’s Department of Public
Health is conducting a needs assessment that will
be used to develop a comprehensive statewide
HIV/AIDS plan that focuses on providing better
access to care and prevention activities to minor-
ity populations.

• California: The state has tripled the number
of ADAP-participating pharmacies to more than
2,600, and much of the expansion serves geo-
graphic areas of minority concentration.

• Florida: The state Department of Health will
conduct a statewide ADAP needs assessment that
will be used in targeting outreach efforts.

• Indiana: The state Department of Health has
joined forces with the statewide Comprehensive
HIV Services Planning and Advisory Council to
increase the participation of minorities in HIV

care planning. The council also will conduct a
needs assessment to look at potential disparities
in access to HIV care.

• Louisiana: To assess potential disparities in
access, the state has reviewed the demographics
of people served by Ryan White Title II funding.
Regions that had a disparity of 10% or greater
will be explored in depth, including a look at pre-
scribing patterns of individual physicians and
chart reviews to determine why clients may not
be on combination therapies.

• Maryland: The Maryland ADAP Transitional
Assistance Program works with HIV/AIDS case
managers and discharge planners in the state’s
prison system to verify whether inmates being
discharged meet ADAP eligibility requirements.

• Mississippi: The state redirected a portion of
Ryan White funds to correct problems minorities
experience in obtaining access to care and to
expand treatment services at the University of
Mississippi Medical Center, where many ADAP
clients receive care.

• New York: The state routinely compares
ADAP demographics with those of reported
AIDS cases to identify any disparities. The state
health department also commissioned a study to
identify barriers to ADAP access. ADAP outreach
programs focus on developing a referral network
of agencies that serve
minorities, gays/les-
bians, criminal justice
offenders, prostitutes,
immigrants, substance
abusers, the homeless, the mentally ill, and the
hearing-impaired. A bilingual outreach staff tar-
gets Hispanic populations, and the state has cul-
turally appropriate models for poster campaigns,
as well as ads in Hispanic and African-American-
oriented newspapers and radios.

• Virginia: Virginia is part of a multi-state and
federal pilot program that provides clinical con-
sultations to prison medical officials and offers
pre-release ADAP assistance to provide a conti-
nuity of care.

• Washington: The state Department of
Health is assessing treatment disparity issues,
providers’ knowledge of ADAP and other HIV
services, minority HIV patients’ knowledge of
ADAP and HIV services, and client satisfaction
with ADAP services. Also, the health department
contracts with the state department of correc-
tions and the state’s alcohol and substance abuse
agency to encourage appropriate medical care
for HIV-positive people.  ■
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Gene research could be key
to HIV treatment advances
Procedure could block HIV replication in cells

It’s a long way from being used in a clinical set-
ting, but Philadelphia researchers have had

some success in testing a process that could actu-
ally render HIV harmless.

“We tested a concept that it might be possible
to block replication of HIV in cells that are already
infected,” says Stuart Starr, MD, professor of
pediatrics at the University of Pennsylvania
Medical School and chief of immunologic and
infectious diseases at The Children’s Hospital 
of Philadelphia.

Most of the latest genetic research into HIV
treatments has focused on protecting uninfected
cells from becoming infected with HIV. Starr’s
group instead focused on infected cells and
whether a genetic approach might be helpful,
along with other therapies.

“So this study is a proof of the concept that a
genetic approach might also be considered for
infected cells,” Starr says.

The researchers already knew that the HIV tat
gene is essential for the virus to replicate in the
infected cells. So, they designed an anti-tat gene
that blocks the HIV tat gene’s function. Then they
inserted the anti-tat gene into a mouse retrovirus
that can enter cells that are sites for HIV replica-
tion. Researchers took blood immune cells taken
from patients infected with HIV and inserted the
beneficial gene into those cells. This effectively
blocked the AIDS virus from replicating in those
cells and prevented the virus from activating.

The research done so far is only a first step,
Starr says.

“In order to test this concept further, we need
to move into an animal model and see whether
we can achieve similar results,” he explains.
“There are formidable obstacles to getting this
to work in a whole animal, as well as in the 
test tube, and at the moment I would say this
approach is going to require a lot of work to
bring it into the clinic.”

If the process continues to work on animal mod-
els and then in humans, it could offer HIV patients
and their physicians an alternative to antiretroviral
therapy, or at least a longer latency period in which
patients are free of symptoms before antiretroviral
drugs are necessary, Starr says.

“One reason for developing this approach is
that the other approaches have given outstanding
results in terms of short-term clinical improve-
ment and outlook for quality of life, but unfortu-
nately, the drugs don’t help everyone,” Starr says.
“And they have side effects and they are very
expensive, so while they’ve been a tremendous
improvement, they may not be the total answer.”

Starr estimates the research still is three to five
years away from being developed for clinical use.

“Even though we’re a long way away from
having a genetic approach that has a reasonable
chance of working in humans, we thought it was
important to take the first step, because this
approach eventually may be an important com-
plement to other treatments,” Starr adds.  ■

New testosterone treatment
product easier to manage
Topical gel is applied once a day

Studies have shown that HIV patients who
also have low testosterone will benefit from

some sort of testosterone treatment, which will
decrease their depression, improve their sex
drive, and increase lean body mass. But adminis-
tering yet another treatment to men who already
are taking many medications is problematic at
best.

UNIMED Pharmaceuticals of Buffalo Grove,
IL, recently received U.S. Food and Drug
Administration approval for a possible solution
to that problem. The company is marketing a
testosterone gel called AndroGel, which is the
first testosterone treatment approved for use in a
gel form.

“Testosterone administration is a difficult prob-
lem technically,” says Adrian Dobs, MD, MHS,
associate professor of medicine at Johns Hopkins
School of Medicine in Baltimore. Dobs is one of
the investigators for the testosterone gel product.

Testosterone given in injections every two
weeks has two drawbacks, she explains. “It hurts
a little bit, and the levels get very high after the
injections and then get low every two weeks,”
she says. “People call it a roller-coaster effect.”

Testosterone also can be delivered by a skin
patch. The patches sometimes cause skin irrita-
tion, or they might not result in sufficiently high
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testosterone levels, Dobs adds. Testosterone pills
often don’t deliver enough testosterone because
they are broken down by the liver so quickly.

The new testosterone gel consistently raises the
hormone to high levels and is well-tolerated,
Dobs says.

“We’ve been working with the gel for two
years in drug development, and we’ve had good
experiences with it,” she notes. “There’s no irrita-
tion, and the serum levels are quite good.”

For example, the normal range of testosterone
is 300-800 ng/dL. AndroGel was found to raise
levels to 700 ng/dL and keep the levels in this
range.

The gel is available in daily application packets
that a man rubs on his shoulders, upper arms,
and/or abdomen each morning. The product
dries within a few minutes. As the skin absorbs
the testosterone, it is gradually released into the
blood, where it restores normal testosterone lev-
els within one to four hours.

Studies have looked at the gel’s use with men
who had hypogonadism due to conditions like
Klinefelter’s syndrome or because of their age.
While the product has not been tested on men
who have HIV, it would appear to be a solution
to low testosterone for them as well, Dobs says.

“We’ve done studies looking at the end effects
of testosterone, and it turns out this has been very
efficacious in increasing lean body mass and
improving sexual function, and these things are
all very relevant to an HIV population,” she
explains.

Studies showed that the product is very safe,
Dobs says. “We did have one man who dropped
out of the study because he said it was a little
messy.”

Clinicians prescribing the gel will need to mon-
itor patients’ hematocrit levels every three months
for at least a year, Dobs advises.

Other precautions are that the testosterone
could be transferred from one person to another
through vigorous skin-to-skin contact at the
application site. So patients should be cautioned
to wash hands immediately with soap and water
and cover the application sites with clothing after
the gel has dried.

Also, the product is not recommended for men
with prostate cancer, breast cancer, or heart, kid-
ney, or liver disease. Also, geriatric patients may
be at an increased risk for the development of
prostatic hyperplasia and prostatic carcinoma.

The price of the gel had not been determined
by the time AIDS Alert went to press.  ■

HIV patients increasingly at
risk for domestic violence
Study shows HIV patients can be victims

Clinicians seeing HIV patients need to be
aware of yet another problem their patients

might experience during the course of their
chronic illness: domestic violence.

Asking patients whether they’ve experienced
any abuse is not a routine part of HIV manage-
ment, but perhaps it should be, says Sally Zierler,
DrPh, professor of medical science in the Depart-
ment of Community Health at the Brown Uni-
versity School of Medicine in Providence, RI.

Zierler was the lead author of a report about
domestic violence among HIV patients. The
report bases its information on results from the
HIV Cost and Services Utilization Study. The
report found that nearly 13% of HIV patients sur-
veyed had experienced physical harm since their
diagnosis of HIV infection, and their injury came
from someone close to them. More than 20% of
the women reported violence victimization, and
gay men reported more harm than straight men,
with 11.5% of homosexual and bisexual men
reporting violence vs. 7.5% of heterosexual men.

The study collected data on the number of
people who reported physical assaults since
their HIV diagnosis and on those who reported
some type of physical harm within a loving rela-
tionship or relationships that were important to
them.

Clinicians working with HIV patients are in a
position to identify victims and offer information
and resources that could help patients who are
experiencing domestic abuse, Zierler says.

“Patients are more satisfied with their care
when a provider asks them about safety in their
personal relationships,” Zierler says. “It is a quick
question, and patients for the most part really are
grateful to be asked.”

If an HIV patient is being abused by a loved
one, there is a good possibility that the person
will be less compliant with HIV medications and
treatments, Zierler theorizes.

“We know from studies with women and
health care utilization patterns that women are
less likely to access certain services if they’re in
abusive relationships,” she explains. “They’re
more likely to show up later for prenatal care and
are less likely to stay on medications they need.”
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One aspect of domestic abuse is a control factor,
in which the abusive partner may withhold medi-
cation or prevent the victim partner from leaving
the house for medical treatment, she adds.

Zierler suggests clinicians approach patients
on the issue of domestic violence by beginning
casually, and saying, “Everybody fights in their
home. When you and your partner fight, or when
you are with someone you love and you fight, do
you ever feel afraid that you are really going to
be hurt? Have you ever been hurt? If so, here is a
pile of numbers you can call.”

However, Zierler acknowledges that if the
patient is a man, there may be fewer community
resources available to help. “Most of the services
have been built around women’s needs,” she
says. “And one of the issues we want to be sure
comes out in this paper is that gay and bisexual
men really need attention in the area of domestic
violence.”

Still, some AIDS or gay organizations might be
able to help. In Zierler’s state of Rhode Island,
there is an AIDS volunteer agency that provides
counseling for men who are victims of gay male
battering, and these types of services probably
are available in most larger metropolitan areas.

“Particularly, since we noted that there were
high reports of violence among Hispanic gay and
bisexual men, it speaks to a particular need for
support to groups that are more susceptible to
isolation,” Zierler adds.

The study found that Hispanic gay men
reported the highest prevalence of violence
against them, with a rate of 13.6%. Also, the
study showed that gay and bisexual men under
the age of 40 are three times more likely to be 
a victim of violence.

While the study did not seek causes for domes-
tic abuse, there was one question relating to this.
Participants were asked if they thought their
physical harm resulted from or was related to
their HIV infection. Close to half of the respon-
dents said “Yes.”

Although it’s possible HIV infection is a trigger
for domestic violence, this study doesn’t prove
that hypothesis. “This doesn’t mean that HIV
caused the harm, because we don’t know if they
didn’t have HIV whether the same thing would
have happened,” Zierler says. “People who are at
risk for HIV infection have a lot of violence in
their lives, as well.”

Zierler says the factors related to risk of part-
ner/relationship violence were a history of drug
dependence, homelessness, and unemployment.

Racism, homophobia, sexism, and poverty also
play a role in raising the risk of violence, she
adds.

“The point is that the conditions that set peo-
ple up for HIV are very similar to those that put
them at risk for violence,” Zierler says. “These
are populations of people who are essentially liv-
ing lives that have been dehumanized and are
finding strategies of resistance to the social forces
that are beating down on them day to day.”

Clinicians also can look for certain risk factors
among their patients. For instance, there is a
greater risk of domestic abuse among women
who live in the Midwest and among women
who have symptoms of vaginal infection.  ■
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Viral-load self-test kits 
in future for HIV patients
Kits similar to glucose meters used by diabetics

Michigan researchers are designing a new test
kit that will let HIV patients check while at

home whether their viral load is remaining stable
or increasing.

The home test will use a new technology that
operates differently from the current laboratory
polymerase chain reaction viral-load test. “It will
be a fluorescent-based type of sensor that will
look at cell receptors that combine to the HIV
virus,” explains Sheila Grant, PhD, an assistant
professor at Michigan Technological University
in Houghton, MI. Grant is the chief researcher 
on the project.

The procedure will join dyes to two different
synthetic proteins. Since HIV opens up the cell
receptor doors in order to infect a cell, when the
receptors are altered with dyes and combined
with the virus, it will cause the dyes to elicit a flu-
orescence that can be monitored. A patent is
pending on the process.

With $40,000 in grant seed money, the project
is under way and will probably produce a proto-
type test kit by 2002, Grant says.

The test kit will be designed to handle tiny
pin-pricks of a patient’s blood. Patients put their
blood on a test strip and wait for the digital
device to give them a “yes” or “no,” depending
on whether their viral load has exceeded a pre-
determined limit. If the viral load is below the
limit, then they will know their therapy is con-
tinuing to work effectively. If the viral load has
risen above the limit, then they will know that
it’s time to see a physician about making some
changes to their regimen.

Grant says clinicians could ask patients to
monitor their viral loads at regular intervals,
such as once a week.

The home test kit would be less expensive than
laboratory reports, and it would be more conve-
nient for patients. They could take it with them
when they are traveling, for instance.

Plus, a home test kit might reinforce patients’
adherence to their drug therapy and provide them
with a psychological benefit from knowing they
have some control over maintaining their disease,
Grant says.  ■
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CE objectives

After reading this issue of AIDS Alert, CE
participants should be able to:

• identify the particular clinical, legal, or
scientific issues related to AIDS patient care;

• describe how those issues affect nurses,
physicians, hospitals, clinics, or the health
care industry in general;

• cite practical solutions to the problems
associated with those issues, based on over-
all expert guidelines from the Centers for
Disease Control and Prevention or other
authorities and/or based on independent
recommendations from specific clinicians at
individual institutions.  ■
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AIDSVAX enters Phase III

Researchers the world over
are currently trying to

develop safe and effective HIV
vaccines. One vaccine, named
AIDSVAX, is undergoing
major clinical trials in the
United States and Bangkok,
Thailand. The Centers for
Disease Control and Preven-
tion (CDC) in Atlanta is pro-
viding answers to common
questions about AIDSVAX on
the CDC Web site at www.cdc.
gov. Here is some of the CDC’s
AIDSVAX information:

Why is the AIDSVAX Phase
III vaccine trial in Thailand
being conducted? 

The development of an effec-
tive HIV vaccine is a public
health priority throughout the
world. Because no one knows
for sure which vaccine or type
of vaccine will be most effec-
tive, multiple vaccines are
being explored simultaneously. 

The AIDSVAX Phase III trial
is part of that plan. VaxGen,
Inc., a biomedical research com-
pany based in San Francisco,
developed AIDSVAX, the can-
didate vaccine to be evaluated.
The company will fund most
aspects of the study. 

Who is conducting the
AIDSVAX Phase III trial? 

The Bangkok Metropolitan
Administration (BMA) is lead-
ing the three-year collabora-
tive research trial. BMA is
conducting the trial in con-
junction with VaxGen, the
Mahidol University Faculty of
Tropical Medicine in Bangkok,
and the HIV/AIDS Collabora-
tion (a longstanding research
collaborative between the Thai
Ministry of Public Health and
the CDC). 

What is the trial designed 
to do? 

The trial is designed to
determine if AIDSVAX is effec-
tive in protecting against HIV
infection and disease. While
Phase I and II trials have
already demonstrated that the
vaccine is safe for use and is
capable of inducing antibodies
against HIV infection, it is not
known if the level and type of
antibodies produced will pre-
vent HIV infection. This trial
will answer that question.
Large-scale human testing
(called a Phase III trial) is the
last and most important step
in the evaluation process
before a vaccine is considered
for licensing. 

How is the trial designed? 
The trial is being conducted

among uninfected injection drug
users (IDUs) attending 17 drug
treatment clinics in Bangkok.
The design is a randomized,
double-blind, placebo-controlled
trial in which half of the 2,500
volunteers receive the AIDSVAX
vaccine being evaluated and the
other half receive placebo injec-
tions that do not include the
vaccine. Neither the researchers
nor the participants know which
participants are in each half of
the trial. To ensure that none of
the participants relax their pre-
ventive behaviors, all volunteers
receive extensive counseling 
on how to protect themselves
against HIV infection, as well 
as explicit warnings that it is
unknown whether or not this
vaccine will protect them from
infection.

Why is this particular vac-
cine being evaluated? 

Thai officials chose to work
with VaxGen to evaluate this
vaccine because it has proven
safe and effective in stimulat-
ing an immune response
against HIV subtypes E and B,
the subtypes most common in
Thailand. If AIDSVAX proves
to have a protective effect, it
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would therefore be effective
against the subtypes causing
the local Thai epidemic.
AIDSVAX is also the first vac-
cine to receive approval for
Phase III trials. 

Why do only some of the
participants receive the vac-
cine? Do the other participants
get any benefit from the trial? 

A placebo-controlled design
(where some of the participants
receive the vaccine being tested
and some receive no vaccine) 
is currently the only scientifi-
cally sound way to determine 
if a vaccine works. In order to
determine how effective the
vaccine is, researchers will
compare the rate of HIV infec-
tion in participants who receive
the vaccine to the rate among
those who receive the placebo
injection. If people in the vac-
cine group have lower rates 
of infection than people with
similar risk behaviors in the
group that receives the placebo
injection, then researchers will
know the vaccine works. If the
rates of infection are the same
in both groups, researchers 
will know the vaccine does not
work. 

How do you expect to deter-
mine if the vaccine prevents
infection if you are counseling
everyone to protect themselves
from exposure? 

Health officials have an
obligation to ensure that all
participants benefit from
proven prevention methods 
as we search for new ones.
And while risk-reduction
counseling has proven effec-
tive in reducing IDUs’ risk 
for HIV infection, it has not
proven effective in totally eli-
minating HIV risk. If behavior

change programs were 100%
effective, we would not need
an HIV vaccine. Regardless of
the best efforts at HIV preven-
tion counseling, some individ-
uals will continue to take risks.
By comparing the rates of
infection among those at risk
in both groups, researchers
will be able to determine if the
vaccine helps protect these
individuals from infection. 

Do the participants know
that some do not receive any
vaccine? 

Yes. Because of possible lan-
guage and educational barri-
ers, Thai health officials have
worked with CDC, local clinic
staff, and IDUs themselves to
design an extensive process to
ensure that volunteers under-
stand what their participation
in the trial means, exactly what
they receive and do not receive
as part of the trial, and that
trial participation does not 
protect them from infection.
Potentially eligible volunteers
participate in an education ses-
sion on the nature of the study
(which includes a video) and
then are given the opportunity
to ask questions. 

If participants become
infected during the course of
the trial, are they provided
medical care? 

Yes, the BMA has commit-
ted to providing medical care
to any participants who
become infected according to
the Bangkok Metropolitan
Administration Guidelines for
Clinical Care of HIV-Infected
Patients (27 May 1998). 

Why has there been skepti-
cism about the potential effec-
tiveness of AIDSVAX? 

The AIDSVAX vaccine was
developed over a period of 10
years. The first version of the
vaccine was based on only one
strain of HIV. Because of the
increasing genetic diversity of
HIV across the globe, many
believed it was important to
add additional strains. VaxGen
has since improved the vaccine
by basing different versions of
it on different strains of HIV.
For use in Thailand, for exam-
ple, it was necessary to add an
HIV strain from the subtype E
virus, which is predominant in
Thailand. The vaccine used in
Thailand is composed of both
subtype B (MN strain) and sub-
type E (A244 strain) antigens.
For other areas of the world
where the HIV subtypes may
differ, the vaccine would have
to be manipulated based on the
strains common in those partic-
ular areas.  ■
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To the health care worker: Common
Sense About AIDS is written especially
for your patients and other laymen. It
explains important issues concerning
AIDS in a thorough, yet easy-to-under-
stand style.

Although this material is copy-
righted, the publisher grants you per-
mission to photocopy Common Sense
About AIDS and distribute it throughout
your facility. We encourage dissemina-
tion of this information.
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