
More states are expanding
Medicaid reimbursement
for poor HIV patients
HIV/AIDS advocates press for more coverage

Now that new technology and medications
are making HIV a treatable, chronic dis-
ease, clinicians and AIDS service organi-

zations are frustrated that many of the newly
infected people have no insurance to cover such
treatment.

Federal Medicaid legislation, recently sponsored
by Sen. Robert Torricelli (D-NJ) and Rep. Nancy
Pelosi (D-CA), would have allowed states to expand
their Medicaid coverage to all low-income people
who have HIV. However, the legislation died an
early death in 1999. 

The good news is that some states are beginning
to pass their own legislation to expand Medicaid
coverage and to request waivers from the federal
law governing Medicaid access.

“There is no question we could do a better job of
preventing the progression of HIV disease by pro-
viding treatment to uninsured people who don’t
have access to Medicaid,” says Robert Greenwald,
director of public policy and legal affairs for the
AIDS Action Committee of Massachusetts in
Boston.

The oldest and largest AIDS service organiza-
tion in New England, the AIDS Action Committee
of Massachusetts has successfully lobbied the state
legislature to expand Medicaid access to people
with HIV. Massachusetts, which passed the bill last
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fall, is one of the first states to pass legislation
aimed solely at expanding Medicaid coverage for
HIV patients.

“The program will expand Medicaid cover-
age for people who have HIV but are not sick
enough to be labeled ‘disabled,’” says Joe
Carleo, associate director for public policy with
AIDS Action Committee of Massachusetts.
“These are people in the early stages of HIV
infection who have not become sick yet and are
in need of access to treatment that will prevent
them from getting sick.”

Under the state’s old program, Medicaid
would cover people with HIV who had incomes
of up to 133% of the federal poverty level, but
only when they became ill enough to be diag-
nosed as having AIDS.

HIV patients stay sick without Medicaid 

“It’s a Catch-22 in the way the system works
traditionally,” Carleo says. “You didn’t have
access to health care until you became sick, while
with the success of new HIV treatments, it makes
more sense to keep people healthy.”

Massachusetts will fund the program with $10
million in tobacco settlement money during its
first year, Carleo says. About 2,000 people are
expected to be enrolled once it is under way.

The program eventually should become budget-
neutral because by funding early treatment, the
state may prevent many of the costs associated
with AIDS, such as hospitalization, skilled nursing
care, hospice care, and other treatment, Greenwald
says.

Maine and other neighboring states have
watched Massachusetts’ new bill with interest
and could soon be following in its footsteps,
Greenwald says.

“I think they’ll look at our model because the
bottom line is that people are increasingly recog-
nizing that we have a stated standard of care for
HIV disease, published by the federal govern-
ment, and their own Medicaid programs don’t
address giving people access to that standard,”
he explains.

Some states are seeking federal waivers or
expansions of their current Medicaid waivers 
so they can provide coverage to people with
HIV, says Arnold Doyle, MSW, director of HIV
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treatment programs for The National Alliance 
of State and Territorial AIDS Directors, based in
Washington, DC.

Some states, including Tennessee, Oregon,
Florida, and New York, already have Medicaid
programs that entitle low-income, HIV-positive
people to receive health coverage for clinical
care. (See story on what some state Medicaid
programs offer, p. 4.)

The way the Medicaid law currently works,
only people whose HIV has progressed to AIDS,
defined by two opportunistic infections and a
low CD4 cell count, may receive Medicaid cover-
age. Some states have expanded this coverage to
any uninsured and low-income person who has
HIV by relying on Medicaid waivers under sec-
tion 1115a. (See story on Medicaid waiver pro-
gram, p. 5.)

ADAP funds drugs, but more help needed

The federal AIDS Drug Assistance Program
(ADAP) has been successful in providing anti-
retroviral treatments to many low-income peo-
ple with HIV, but access varies from state to
state. Also, ADAP money primarily covers
drugs, and any clinical care for the uninsured 
is left to Medicaid or charitable institutions. 
(See story on ADAP funding in AIDS Alert,
September 1999, p. 97.)

Medicaid’s general requirement of covering
only HIV-infected people who have a disability
has left a void in medical coverage that some
health care providers have been trying to fill by
scraping together federal and private funding
sources.

For example, the AIDS Healthcare Foundation
of Los Angeles provides comprehensive health
care to uninsured HIV-infected people in
California through the use of government grants
and private funding, says Ged Kenslea, the
foundation’s community relations director. The
nonprofit, community-based provider has six
clinics and a hospice program and provides
skilled nursing care.

“We provide medical care to about 5,000 peo-
ple in Southern California, regardless of their
insurance status,” Kenslea says. 

The AIDS Healthcare Foundation has spent
several years lobbying California legislators to
pass a bill that would expand the state’s Medicaid

program, called Medi-Cal, to cover asymptomatic
HIV-positive people. The bill died in committee 
in September, but may be resurrected this year,
Kenslea says.

Although ADAP funding covers most of the
medically indigent individuals who need HIV
antiretroviral drugs, these people still need ade-
quate clinical care to help them adhere to their
medication regimens and to prevent opportunis-
tic infections, Kenslea says.

Kenslea points to the AIDS Healthcare
Foundation’s START program (Success Through
Antiretroviral Treatment) as an example. The
program provides training for people who have
just started HIV antiretroviral therapy. Target-
ing people who are at risk for not complying
with their drug regimen, the program provides
them with beepers, pill boxes, psychosocial sup-
port, and other interventions that encourage
them to stay on track. The $2 million program,
funded with a federal grant, is necessary to pre-
vent the spread of drug-resistant virus, Kenslea
says.

“By way of comparison, back in the mid-to-
late 1980s, President Reagan cut back on funding
to inner-city health clinics, and it inadvertently
led to the development of antiviral medicine-
resistant tuberculosis,” he says. “What happened
is that when clinics saw their budgets slashed,
they cut back on compliance programs, such as
directly observed therapy, and patients would
stop taking the entire regimen of antibacterial TB
drugs.

“So with a $6 per month per patient cutback,
you ended up with a superstrain of TB,” he con-
cludes, adding that this is one public health rea-
son why Medicaid should provide clinical care
and services to HIV-infected individuals.  ■
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Medicaid already covers
some poor HIV patients
Here’s how the programs work

While Medicaid typically does not cover care
for all low-income people who have HIV, it

does offer coverage in certain states, including
Oregon, Florida, New York, and Tennessee. Also,
Massachusetts soon will join them with expanded
Medicaid coverage for HIV-infected people.

Here’s a look at what those programs cover and
how they work:

• Florida. Florida has a Medicaid demonstration
project that pays for comprehensive health services
for an estimated 12,500 Medicaid AIDS and HIV
patients. The state’s project also includes a new dis-
ease management program that will track continu-
ity of care among about 7,500 Medicaid HIV/AIDS
patients.

The state originally had proposed including
only AIDS patients in the project, but ultimately
decided to cover eligible people who have symp-
tomatic HIV disease, says Fred Goldstein, presi-
dent of Specialty Disease Management Services
of Jacksonville, FL. Goldstein is in charge of
implementing the disease management program.
(See story about Florida’s new HIV disease
management program, p. 6.)

• Massachusetts. Massachusetts’ Medicaid
expansion, which was passed by the state legisla-
ture in November 1999, will provide complete
health care coverage for all HIV-positive people
who have incomes at or below 200% of the fed-
eral poverty level. This amounts to $16,000 per
year for a single individual and $32,000 per year
for a family of four. The coverage will include
primary care services, diagnostic services, pre-
scription drug coverage, mental health care, and
substance abuse treatment.

An estimated 2,000 people will have immedi-
ate access to the new expanded program, says
Joe Carleo, associate director for public policy
with AIDS Action Committee of Massachusetts
in Boston.

• New York. New York’s Medicaid program is
expansive, and people infected with HIV who
qualify for the medically needy program have
been receiving AIDS services since 1986, says Ira
Feldman, MPS, deputy director for health care

for the AIDS Institute of the New York State
Department of Health in Albany.

New York’s program covers HIV-infected
patients with incomes of up to 185% of poverty
level, which is equal to $15,448 annual income for
a single person or $20,802 per year for a household
of two. An estimated 50,000 to 70,000 HIV-infected
people receive Medicaid coverage, Feldman says.

“We have a full litany of services,” he adds.
“We have an extremely generous Medicaid pack-
age in the state.”

The package includes an infrastructure of provi-
ders, outpatient services, and adherence programs
funded through the state’s Medicaid program. 

• Oregon. Oregon was one of the first states 
to start a Medicaid waiver program that expands
health coverage to all low income residents.
Called the Oregon Health Plan (OHP), the pro-
gram, implemented in 1994, expands Medicaid
coverage to all Oregonians living in households
below 100% of the federal poverty level, includ-
ing people who are infected with HIV.

“Oregon Health Plan is a truly innovative
approach, one that has accomplished its goal of
increasing access to health care,” says Mark
Loveless, MD, director of the HIV/STD/TB pro-
grams of the Oregon Health Division in Portland.

Unfortunately, the program also has been
threatened by financial problems, Loveless says.
“Because it’s been so successful and because peo-
ple have accessed it and benefited from its ser-
vices, it currently is struggling financially.”

Data show expanded Medicaid access works

However, state elected officials know how
well the program has worked in keeping people
healthy, and HIV statistics are the most telling
data offering proof, he adds.

“The outcomes that we’ve seen in Oregon have
been a dramatic decrease in death rates and a
dramatic decrease in AIDS cases since the pro-
gram began,” Loveless says.

One interesting feature of OHP is its focus on
prioritizing various diseases and medical condi-
tions. When funding is cut, the plan doesn’t cut
potential enrollees through a change in admission
criteria. Instead, the plan cuts services according
to the prioritized list.

“This plan says, if we can’t afford to take care of
all the people who are eligible for all the conditions

4 AIDS ALERT ® / January 2000

SSppeecciiaall  RReeppoorrtt:: MMeeddiiccaaiidd  aanndd  HHIIVV



listed, then we will move the line up so we’re
reducing the number of conditions and diagnoses
that are covered,” Loveless explains. “Explicit
rationing of care is based on the prioritized list 
of medical conditions rather than rationing care 
by access barriers.”

This has enabled HIV patients to continue to
receive the best available treatment and care
throughout funding crises. This is because HIV
treatment is a relatively high priority on the list.

“Originally, HIV was placed on the list very
low because it was viewed as an incurable dis-
ease with only palliative care,” Loveless says.
“And we advocated strongly that antiretroviral
therapy, which was in its infancy at the time, was
likely to improve and change the natural history
of the disease.”

HIV disease is listed at 172 on the priority list,
which currently is funded partway through the
500s. The first priority list, for example, has con-
ditions such as severe/moderate head injury and
insulin-dependent diabetes mellitus as numbers
one and two on the priority list. At the other end
of the spectrum, dental services for basic pros-
thetics is listed at 537 and allergic rhinitis and
conjunctivitis is listed at 630.

• Tennessee. Tennessee was one of the first
states to implement a Medicaid waiver program.
The state’s program, called TennCare, provides
Medicaid coverage to anyone who is uninsured

and has an income of 300% or less of the federal
poverty level. The service is entirely free to people
who have 100% or less of the federal poverty level,
and for those who have between 100% and 300%
there is a small premium charge, says Drema
Mace, director of AIDS Support Services of the
Tennessee Department of Health in Nashville.

The state has medical care managers in each of
18 “centers for excellence” across the state. Medical
care managers are the point of entry for TennCare
enrollees. The managers help HIV patients receive
medical services, antiretroviral drugs, and any
other health services they might need.

“The medical care manager enters that client
into the system, and on the same day they can
walk to the pharmacy within that building and
pick up their drugs,” Mace says. “In the state of
Tennessee, if someone needs something related to
their HIV care, there’s nothing they can’t get.”

About 2,400 HIV-infected people have been
enrolled under TennCare.

State officials give the TennCare program some
of the credit for the state’s sharp decline in AIDS-
related deaths. Those deaths dropped by 23% from
1995 to 1996, by 30% from 1996 to 1997, and by
21% from 1997 to 1998, Mace says.

There have been funding problems, however.
“The legislature has appropriated extra dollars to
carry it through this year, and they’re working on a
plan for how to continue the services,” she says.  ■
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What you need to know
about Medicaid waivers
Medicaid health coverage typically is for

families eligible for government assis-
tance through the former Aid for Families with
Dependent Children (AFDC) program; preg-
nant women; or permanently disabled people.

The Personal Responsibility and Work Oppor-
tunities Act of 1996 replaced AFDC with a block
grant program called Temporary Assistance for
Needy Families (TANF). Families eligible for
TANF are eligible for Medicaid.

About 20 states either have or are in the pro-
cess of implementing section 1115a Medicaid
waivers that provide more flexible Medicaid 
eligibility requirements. Some states permit peo-
ple who meet income requirements but are not

considered disabled by AIDS or other diseases
to receive Medicaid coverage. Massachusetts is
the first state to request a waiver solely for the
inclusion of people with HIV.

These waivers basically permit states to be
more flexible in providing Medicaid benefits
through the implementation of a research and
demonstration project. Most of these projects
involve providing Medicaid through managed
care plans. 

The Baltimore-based Health Care Financing
Administration adopted rules in 1994 that made
it easier for states to obtain 1115a Medicaid
waivers. Arizona has had a waiver since 1982,
but all the others were implemented in the mid-
to-late 1990s.

Some states, like Tennessee, have expanded
Medicaid coverage to all people who are unin-
sured through the 1115a waiver.  ■



Florida program offers
new method of HIV care
Nurses will track HIV patients and their health care

The state of Florida has launched a novel state-
wide disease management program in order

to provide patients with a better continuum of
care and make the state’s Medicaid funding for
HIV/AIDS more cost-effective.

The program, funded with about $9 million
from the state, will track health care services for
about 7,500 Floridians who have HIV and who
qualify for the state’s Medicaid program. Called
Positive Healthcare/Florida, the program was
created by the AIDS Healthcare Foundation of
Los Angeles, which has a contract with the state’s
Agency for Health Care Administration.

AIDS Healthcare Foundation is a nonprofit,
community-based provider of AIDS care in
California. The organization has the first and
largest Medicaid capitation demonstration pro-
ject for AIDS. The foundation has established a
managed care type of health services model for
Florida.

HIV-infected enrollees receive health care cov-
erage from the state’s Medicaid program. The
program’s goal is to keep HIV patients healthier
with fewer hospital admissions or emergency
room visits.

“We’re applying a level of scrutiny and differ-
ent interventions to HIV care under Medicaid,
and we’re infusing them into the model to make
them more streamlined for people with AIDS,”
says Peter Reis, director of business development
at AIDS Healthcare Foundation.

Florida program provides doctor education

The program also entails holding educational
forums for providers to bring them up to date on
the latest medical advances in HIV treatment.

The educational component is especially
important because 40% of the HIV patients in
Florida are receiving their primary care from
providers who have fewer than 20 HIV patients,
Reis says. “Those providers really need our help.

“We have our own HIV protocols that are
indexed, and we make those available to provi-
ders,” Reis adds. “A lot of physicians don’t have

the time or experience to navigate dense treat-
ment guidelines.”

After several years, the program will provide
Florida officials with outcomes data, showing
how well patients have done with maintaining
their disease and how much money it has cost
the state to pay for their health care services,
says Fred Goldstein, president of Specialty
Disease Management Services in Jacksonville,
FL. Goldstein is in charge of implementing the
program.

Here’s how the program works:
• Enrolling clients. All Florida Medicaid-eligible

HIV-infected patients are enrolled unless they
choose not to be involved. The program has an opt-
out model in which people receive a letter from 
the state telling them they’re eligible for Positive
Healthcare/Florida, Goldstein says.

To protect clients’ privacy, the letters do not
specifically refer to HIV or AIDS. Instead, the
letters mention all the disease management pro-
grams the state has. People have 30 days in
which to choose not to be in the program. They
can disenroll by calling a state district office.

Locating clients is sometimes a challenge

One of the program’s earliest challenges was
locating the clients. In the first month, they sent
out 850 letters and enrolled 723 clients. Few peo-
ple opted out of the program, but some could not
be enrolled because the letters were returned with
no forwarding addresses, Goldstein explains.

• Initial assessments. The program, when
fully implemented later this year, will have about
70 registered nurses and 10 support employees.

Nurses meet with each client to introduce 
the program and cover a detailed, six-page clini-
cal assessment tool that helps them determine
the status of the client and how well the client
understands HIV disease, and helps them iden-
tify specific client needs. They also ask patients
for the names of their treating physicians, which
they later match with state information on
patients’ listed primary care physicians. And
they identify the client’s case manager and AIDS
service organization.

“They get clients to sign medical information
releases, and they determine which drugs they’re
on, when they were infected, what their T-cell
count is, what’s their viral load, and whether they
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use drugs or alcohol,” Goldstein adds. “There is
no actual hands-on clinical care.”

One of the biggest obstacles the program has
faced so far involves setting up that initial consul-
tation with clients, says Judy White, RN, director
of health operations for Specialty Disease Man-
agement Services. Patients sometimes didn’t have
telephones and were difficult to reach.

• Assigning risk. Using the patient’s CD4 cell
count data, nurses assign patients to a risk cate-
gory of low (CD4 cell count of 500 or above);
medium (cell count between 200 and 500), and
high (cell count of below 200). Those in the low-
risk category are contacted once a month; clients
in the medium-risk category are contacted at least
twice a month; and people in the high-risk cate-
gory are contacted at least weekly, White says.

• Medical record review. Staff use the patient
releases to obtain clients’ medical records to see
what type of care has been provided. They pull
out information on patients’ CD4 cell counts,
types of antiretroviral medications prescribed,
and whether patients were receiving prophylaxis
drugs for certain opportunistic infections.

Then staff chart this information to identify
trends among the entire group of clinicians serv-
ing the Medicaid HIV patients and to give indi-
vidual physicians a look at how they are doing
when compared to national and state data,
Goldstein says.

Medical records prove difficult to obtain

The program initially had some difficulty in
obtaining medical record information from clini-
cians and AIDS service organizations, White says.

“With any insurance coverage, when you ask
for payment for a service, you give permission to
that insurer to share information within a net-
work, and we’re considered an agent of the state
in providing this service,” she explains. “We’ve
even gone a step further and said, ‘We’ll get a
second permission form from the patient to sub-
mit to providers.’”

But even with all of these precautions, some
organizations and clinicians were unwilling to
release medical records until the program had the
medical release forms rewritten in a way that met
their own guidelines, she adds.

• Meeting with physicians. Nurses meet
with physicians or their staff to explain how the

program works and what educational services
are available. They also show doctors how their
HIV treatment compares with state and national
treatment guidelines and statistics.

Disease management officials have discovered
that Florida’s health care services for HIV patients
vary dramatically.

“You have sophisticated urban centers and
state-of-the-art medical centers, and then you
have rural backwater counties that may have
physicians with one or two HIV patients in their
practice,” says Ged Kenslea, community rela-
tions director for AIDS Healthcare Foundation.

So physician education is a top priority of the
program.

Experts educate physicians at seminars

For example, the program held a seminar in the
fall at a private foundation’s Florida retreat called
White Oaks Plantation, which is where President
Clinton vacationed last year. The retreat, which is
on an endangered species preserve, is not open to
the public, and it is a very desirable place to visit,
Goldstein says.

Physicians involved with the disease manage-
ment program were invited to the seminar to
hear HIV experts talk about the latest drugs and
treatment.

The program also will soon have a variety of
HIV educational materials, including a treatment
magazine that has an upscale look and design.
The magazine’s editorial board will include 50 to
60 HIV scientists, and the magazine’s focus will
be on minorities with HIV. Called Thrive, the
magazine is set to be launched in March, Reis
says.

• Cutting costs. Nurses will stay in close con-
tact with clinicians to discuss outcomes and more
efficient ways to provide care, Reis says.

For example, some physicians may be unaware
of how often their HIV patients are admitted to
the hospital. If they aren’t contacted while the
patient is admitted, then they can’t supervise the
inpatient stay to make sure the hospital is moti-
vated to discharge the patient in a reasonable
amount of time, Reis explains.

“We’re interested from a patient care perspec-
tive in taking a look at some of these issues and
communicating information to physicians in an
ongoing dialogue,” he adds.  ■
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New weapons on the way in
battle against mutating HIV
Expect more powerful meds in the next five years

Research clearly shows that HIV is a resilient
and crafty virus that can rapidly adapt to its

surroundings and begin to rebound against some
of the most potent antiretroviral medications on
the market.

While it has taken decades for some viruses 
to develop drug-resistant strains, HIV mutates
so rapidly that its drug-resistant strains have
taken mere years to grow in strength. Although
this may cause some clinicians and HIV patients

to despair of ever find-
ing a cure for the dis-
ease, it has served as a
hearty challenge to
pharmaceutical compa-
nies that are racing to

bring the newest, most potent HIV drugs to
market.

The next generation of drugs will have been
tested for the ability to defeat drug-resistant viral
strains, including viruses that have found ways
to get around the major protease inhibitors.

“There definitely are several promising drugs
in development that have been targeted against
resistant viruses,” says Richard D’Aquila, MD,
associate professor of medicine at the Harvard
Medical School and Massachusetts General
Hospital in Charlestown, MA.

“Until now, HIV drug resistance has been seen
as a more limited problem, and therefore there’s
a more limited market for new drugs,” D’Aquila
notes. “Now we’re beginning to realize these
viruses are increasingly going to be a problem,
and many companies are focusing more atten-
tion on developing drugs specifically against
resistant viruses.”

Pharmaceutical companies are taking note. For
instance, companies like Glaxo Wellcome Inc. of
Research Triangle Park, NC, are devoting a great
deal of research and resources toward developing
drugs that are effective against drug-resistant
HIV strains.

“We were studying resistance to AZT from
practically the time when it went out on the
market, and maybe even before that,” says Eric
Furfine, PhD, senior research investigator of
Glaxo Wellcome.

“If you look at HIV drugs’ failure rate over
two years’ time, roughly 50% of patients taking
a triple-drug regimen, even naive patients, fail
therapy for whatever reason,” Furfine says.
“Usually, it’s just one of the three drugs that
fails, but it’s enough to permit the virus to
rebound.”

Besides the fact that new drugs will be needed
to keep HIV patients healthy and living longer,
new technologies also are pushing drug resis-
tance research forward. Now there are better
methods for detecting resistant virus strains.
Both genotyping and phenotyping may soon
become standard tests for clinicians who want 
to make sure they select the most effective drug
combination for HIV patients. AIDS researchers
have discovered that nearly 28% of people who
are newly infected with HIV may have become
infected with a virus that is resistant to one or
more antiretroviral drugs. (See AIDS Alert,
December 1999, p. 133.)

These are among the most exciting times with
regards to HIV research, partly because of the
success of protease inhibitors and the current
wide array of drugs available for treating HIV,
says Daniel Kuritzkes, MD, associate professor
of medicine and microbiology at the Division of
Infectious Disease at the University of Colorado
Health Sciences Center in Denver.

“When we saw the first wave of patients failing
on HIV drugs, there was a lot of concern because
we had nothing else available,” Kuritzkes says.
“But now there are 20 drugs currently in develop-
ment from different classes, including several
novel classes of antivirals.”

New drugs target resistant strains

And most of these new drugs show potential
for having activity against some of the drug-
resistant HIV strains, he adds.

In fact, most drugs under development now
are being designed to work against drug-resistant
virus. These include new nucleoside reverse tran-
scriptase inhibitors, protease inhibitors, and non-
nucleoside reverse transcriptase inhibitors.

“In addition, there are a whole series of virus
entry or virus fusion inhibitors that are in earlier
stages of development but are showing prom-
ise,” Kuritzkes says. “Then there are the inte-
grase inhibitors that are finally making their
way to early clinical trials. So there’s a lot of rea-
son to be optimistic that we’re seeing consider-
able effort at stopping resistant mutations.”
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While researchers stage a stealth battle to
undermine drug-resistant virus and HIV’s muta-
tion rate, clinicians can help from the war’s front
lines. Their challenge is to use new and existing
drugs correctly by combining them for greater
potency, rather than simply adding them on top
of failing regimens, Kuritzkes says.

“We’ll always be in a race with the virus, much
as we are with standard antibiotics,” he notes.
“But this is a much faster-paced race because of
the speed with which HIV replicates and gener-
ates mutation.”

HIV is probably the most complex chemo-
therapeutic challenge in medicine, says Bruce
McCreedy, PhD, vice president for clinical vir-
ology and diagnostics at Triangle Pharmaceuti-
cals in Durham, NC.

“We learned very early on, in the late 1950s,
that the way to treat TB is you hit it early with
good potent combinations up front, and then
you can get rid of the organism,” McCreedy
says. “Whereas with HIV, even a solid good
potent combination is not able to eradicate the
virus.”

Medications can suppress, not cure

Medications will only suppress the virus
because it hides in places in the body that the
drugs have trouble reaching.

This means the best treatment solution is to sup-
press the virus for as long as possible through use
of very potent medications. These drugs’ potency
will fade with time in any particular patient, but
pharmaceutical companies are trying hard to stay
ahead of resistant strains by creating new and dif-
ferent medications. (See story on new and exist-
ing drugs, p. 10.)

“I think we all would agree in the field that 
we need some drugs that work against resistant
viruses, as opposed to some drugs that look great
in naive patients,” McCreedy says.

Clinicians can stay ahead of this problem
through careful monitoring of the patient’s viral
load and altering drug combinations when a par-
ticular medication begins to fail.

With increasing numbers of HIV antiretrovirals
to choose from and more than 1,800 combination
possibilities, clinicians may find it difficult to
select the most effective combination that can be
tolerated by patients, McCreedy says.

“The second challenge is: How do you plan
therapies for patients who begin to fail on a 
first regimen or don’t tolerate it?” he adds. “So

the challenge is not only to find molecules that
are active against resistant viruses; the chal-
lenge is how to put a combination of drugs
together that may allow options after the first
failure.”

When HIV drugs are used correctly, they are
potent and will suppress the virus. This means
patients need to be closely monitored and then
switched to a new fully active set of drugs as
soon as the first combination begins to fail,
D’Aquila says.

Physicians who follow this pattern will have
patients who do much better on antiretrovirals,
and they’ll avoid major problems with resistance,
he adds.

Soon, clinicians routinely will use resistance
tests to determine which drugs are failing in a
combination therapy.
Previously, if a patient
was on a three-drug
regimen and the clini-
cian saw viral replica-
tion return, then he or
she would assume that none of the drugs had any
activity against HIV, says Robert Schooley, MD,
head of the infectious disease division of the
University of Colorado in Denver.

“We now know that if you follow a patient’s
viral load closely, the drugs fail sequentially, and
that it might well be the case that in a three-drug
regimen you have resistance only to one of the
drugs,” Schooley says. “And that means the other
two drugs can still be used in the future in treat-
ing that patient.”

Being able to salvage drugs will be very impor-
tant as patients live longer with the disease, he
adds.

Clinicians also play an important role in edu-
cating patients about HIV prevention and medi-
cation adherence.

Researchers say most drug failures occur
because patients did not adhere to their combi-
nation therapies. When the virus has even short-
term breaks from antiretroviral drugs, it can
begin to replicate and mutate into strains that
are no longer affected by those drugs.

“When you have previously HIV drug-naive
patients come into treatment and receive a drug
regimen they can tolerate, then I would say 80%
to 90% of these people are able to have their virus
suppressed,” Kuritzkes says. “The failures are in
general caused by problems with medications
where people have difficulty adhering to their
medication regimen.”  ■
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Some existing drugs 
work on resistant HIV
Not all protease inhibitors are equal

HIV clinicians increasingly are confronted
with failing combination drug therapies.

Patients do well for weeks with the virus remain-
ing suppressed, and then suddenly their viral
load begins to rise. So physicians search through
the current arsenal of medications to find combi-
nations that will again fully suppress HIV.

Pharmaceutical companies are on the brink of
offering clinicians a slew of new pharmacologi-
cal weapons that are designed specifically to

defeat drug-resistant
HIV.

Here is a sample of
some of the new and
existing antiretroviral
drugs that have been

shown to be effective against drug-resistant
virus: 

• Amprenavir: Currently available, ampre-
navir has shown a smaller degree of susceptibil-
ity to protease inhibitor (PI)-resistant virus than
four other PIs.

In vitro data presented at the 39th Interscience
Conference on Antimicrobial Agents and Che-
motherapy (ICAAC), held in September in San
Francisco, showed that 22 (24%) of 92 virus sam-
ples isolated and cultured from patients had
eightfold resistance to amprenavir. Nearly all of
the patients had been previously treated with at
least one PI, and the median number of PIs they
had taken was three.

By comparison, the study found that 43% of
the isolates showed a similar level of resistance 
to indinavir; 63% were resistant to ritonavir; 61%
were resistant to nelfinavir; and 53% had resis-
tance to saquinavir.

“We like to think [amprenavir] will have bene-
fit in a second-line therapy, and maybe even more
benefit if you boost its levels by adding ritonavir
as well,” says Eric Furfine, PhD, senior research
investigator with Glaxo Wellcome in Research
Triangle Park, NC.

Amprenavir, which was developed by Vertex
Pharmaceuticals in Cambridge, MA, is manufac-
tured by Glaxo Wellcome. The drug was approved
by the Food and Drug Administration (FDA) in
mid-1999.

Its most common side effects are an early onset
of nausea, diarrhea, vomiting, rash, and perioral
paresthesia. On rare occasions, the drug also has
been associated with severe and life-threatening
drug interactions, including Stevens-Johnson
syndrome, spontaneous bleeding in patients with
hemophilia A and B.

• DAPD: This is a dioxolane purine nucleo-
side reverse transcriptase inhibitor (NRTI) that
has shown in vitro activity against drug-resistant
strains of HIV, according to research presented at
ICAAC.

A new drug, DAPD is a different-looking mole-
cule chemically and structurally from other NRTIs,
says Bruce McCreedy, PhD, vice president for cli-
nical virology and diagnostics for Triangle Phar-
maceuticals in Durham, NC.

Triangle Pharmaceuticals is developing DAPD,
which currently is in the preclinical phase of devel-
opment and probably is a couple of years away
from FDA approval.

“DAPD has shown very good activity against
a variety of HIV-resistant isolates,” McCreedy
says. “Because of its different structure, it does
have in vitro activity in the lab against resistant
HIV, especially against HIV that has resistance to
AZT and 3TC.”

This means DAPD could be a potent drug for
patients who have failed combination therapies
of AZT and 3TC. However, the drug will need to
undergo extensive clinical research before this
can be proven, McCreedy says.

“We’ve done extensive preclinical work to char-
acterize its in vitro resistance profile,” he explains.
“We’ve been doing the dose range-finding trials to
determine what the optimum dose of DAPD might
be in HIV-infected patients, including patients who
harbor resistant forms of HIV,” he adds.

DAPD is a guanine derivative, as is abacavir.
• Lamivudine: A commonly prescribed NRTI,

lamivudine shows promise of having antiviral
activity in patients who have a mutated HIV strain
that is resistant to other NRTIs.

Five clinical trials, involving patients receiving
initial treatment with an NRTI combination of
either lamivudine plus zidovudine or lamivu-
dine plus stavudine, showed that 92% of patients
exhibited the M184V mutation, which is associ-
ated with a reduction in susceptibility to lamivu-
dine. However, although the mutation emerged,
patients continued to maintain low HIV RNA
levels after a third NRTI or a PI was added to the
lamivudine-containing combination, according
to research presented at the Third International
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Workshop on HIV Drug Resistance and Treat-
ment Strategies held in June in San Diego.

Lamivudine, developed by BioChem Pharma 
of Laval, Quebec, and manufactured by Glaxo
Wellcome, is generally well tolerated. Its most com-
monly reported side effects include headache, nau-
sea, malaise, fatigue, nasal congestion, runny nose,
and diarrhea. In some cases there have been lactic
acidosis and severe hepatomegaly with steatosis
with the use of nucleoside analogues alone or in
combinations that include lamivudine.

• Tipranavir: The first of a new class of non-
peptidic protease inhibitors, tipranavir is active
against HIV strains that are highly resistant to
four commonly used protease inhibitors: indi-
navir, ritonavir, nelfinavir, and saquinavir.

Developed by Pharmacia & Upjohn of Peapack,
NJ, tipranavir was effec-
tive against 90% or 96
out of 107 strains of HIV
that were resistant to PIs,
according to research
presented at the Third
International Workshop on HIV Drug Resistance
and Treatment Strategies.

Researchers speculate that tipranavir is
immune to these PI-resistant strains because it
is not a peptidic PI, as are the other protease
inhibitors. Tipranavir binds in a flexible manner
to the protease-active site.1 Tipranavir studies
also have shown that the drug is well tolerated,
with the main side effects related to gastroin-
testinal problems, including diarrhea. The drug
is in Phase II clinical studies.

In addition, Glaxo Wellcome is working on a
second-generation protease inhibitor program
that is focused on treating resistance, Furfine
says.

The program’s basic strategy is to make mole-
cules that are so potent against HIV that even if
there is some resistance, they still will have enough
potency to be effective, he explains. PIs already are
the most potent class of HIV drugs.

Although the company is years away from
clinical trials, the laboratory work so far shows
that researchers can synthesize molecules that
have significantly improved activity against wild-
type virus and retain significant activity against
viruses that are highly cross-resistant to the cur-
rently available PIs. Wild-type virus is a strain of
virus most similar to what an HIV patient would
have before taking any antiretroviral drugs. 

The company’s also developing new non-
nucleoside reverse transcriptase inhibitors and
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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 relates 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 asso-
ciated with those issues, based on overall 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.  ■



NRTIs, again with the focus on improving
potency, Furfine says.
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More than 8 million health
care workers in the

United States run the risk of
being infected with HIV or
hepatitis through needlestick
injuries. Each year, an esti-
mated 600,000 to 800,000 such
injuries occur annually. Federal
statistics estimate that workers
experience needlestick injuries
at the rate of about 30 per 100
hospital beds per year.

However, the risk of actu-
ally becoming infected with
HIV is low. Health care work-
ers who are exposed to HIV-
infected blood through a
needlestick injury rarely
become infected with the
virus, according to studies
and government statistics.

A recent analysis of 20 stud-
ies, involving 6,498 exposures
to HIV-infected blood, showed
that a total of 21 infections
occurred, according to the
Centers for Disease Control and
Prevention (CDC) in Atlanta.
This made an average transmis-
sion rate of 0.3% per injury.

Other research has shown
that health care workers
increase their risk of contract-
ing HIV when they’re exposed
to a larger quantity of blood
from the patient, caused by a
bloody device, a procedure of
placing a needle in a patient’s
vein or artery, or a deep injury.

The CDC reports that
between 1985 and June 1999,
there were a total of 55 docu-
mented cases and 136 possible
cases of occupational HIV
transmission to U.S. health care
workers. The documented cases
were of health care workers
who had documented HIV after
occupational exposure. The
possible cases were of health
care workers who had no iden-
tifiable behavioral or transfu-
sion risks, who reported having
percutaneous or mucocuta-
neous occupational exposures
to blood or body fluids or labo-
ratory solutions, and who had
no documented HIV serocon-
version resulting from a specific
occupational exposure.

Most of the workers involved
in the documented cases were
nurses or laboratory technicians,
and 89% of the transmissions
were caused by percutaneous
injuries. Furthermore, of the 49
needlestick injuries, 44 involved
hollow-bore needles used to 
collect blood or insert an IV
catheter.

The CDC statistics also show
that about 38% of percutaneous
injuries occur during the use of
a needle, and 42% occur after
use and before disposal. Other
risk factors are caused by certain
work practices, such as recap-
ping, transferring body fluid
between containers, and failing
to dispose properly of used nee-
dles in puncture-resistant sharps
containers.

The National Institute for
Occupational Safety and Health
(NIOSH) recently released
needlestick prevention guide-
lines for health care workers.
According to NIOSH, needle-
stick injuries, including injuries
caused by hypodermic needles,
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NIOSH releases guidelines on preventing needlesticks
HIV transmission rate via needlestick injuries is 0.3%, so risk to health care workers is low
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blood collection needles, intra-
venous stylets, and needles
used as part of IV delivery sys-
tems can cause a number of
serious and potentially fatal
infections with HIV, hepatitis 
B, and hepatitis C.

Here are some of the new
NIOSH prevention guidelines:

• Use safer devices. Health
care employers should elimi-
nate the use of needles when
it’s possible to use safe and
effective alternatives. Also,
they should implement the use
of devices with safety features.

• Establish needlestick pro-
gram. Employers also should
implement a needlestick safety
program that incorporates
these features:

— Analyzes needlestick and
other sharps-related injuries
within the workplace to iden-
tify hazards and injury trends.

— Sets strategies for preven-
tion by examining local and
national information about risk
factors for needlestick injuries.

— Ensures that health care
workers are properly trained 
in the safe use and disposal of
needles.

— Modifies work practices
that pose a needlestick injury
hazard to make them safer.

— Promotes safety aware-
ness among workers.

— Establishes procedures
that encourage the reporting
and timely follow-up of all
needlestick and sharps-related
injuries.

— Evaluates the effectiveness
of prevention efforts and pro-
vides feedback on performance.

• Promote safety among
workers. Health care workers
also should take certain steps
to protect themselves and their
coworkers from injury. These
include:

— Avoid the use of needles
where safe alternatives are
available.

— Help employers select
devices with safety features.

— Use devices with safety
features.

— Avoid recapping needles.
— Plan for safe handling and

disposal before beginning a
procedure involving needles.

— Dispose of used needles
promptly in appropriate sharps
disposal containers.

— Report all needlestick and
other sharps-related injuries
promptly to ensure they will
receive follow-up care.

— Tell their employers about
any hazards from needles in
the workplace.

— Participate in bloodborne
pathogen training and follow
recommended infection pre-
vention practices, including
hepatitis B vaccination.

• Distribute the NIOSH
Alert. NIOSH’s new guide-
lines, called “Preventing
Needlestick Injuries in Health
Care Settings,” provides
detailed information about pre-
vention techniques and statis-
tics regarding health care
worker needlestick injuries.

The document is available
from: NIOSH — Publications
Dissemination, 4676 Columbia
Parkway, Cincinnati, OH
45226-1998. Telephone: (800)
35-NIOSH. Fax: (513) 533-
8573. E-mail: pubstaft@cdc.
gov. Web site: www.cdc.gov/
niosh. Request document:
DHHS (NIOSH) Publication
2000-108.

• Follow OSHA standards.
The U.S. Occupational Safety
and Health Administration
(OSHA) has standards regard-
ing bloodborne pathogens that
require the following:

— A written exposure con-
trol plan designed to eliminate
or minimize worker exposure
to bloodborne pathogens.

— Compliance with univer-
sal precautions (an infection
control principle that treats all
human blood and other poten-
tially infectious materials as
infectious).

— Engineering controls and
work practices to eliminate or
minimize worker exposure.

— Personal protective equip-
ment (if engineering controls
and work practices do not elim-
inate occupational exposures).

— Prohibition of bending,
recapping, or removing contam-
inated needles and other sharps
unless such an act is required by
a specific procedure or has no
feasible alternative.

— Prohibition of shearing or
breaking contaminated needles
(OSHA defines contaminated as
the presence or the reasonably
anticipated presence of blood 
or other potentially infectious
materials on an item or surface).

— Free hepatitis B vaccina-
tions offered to workers with
occupational exposure to blood-
borne pathogens.

— Worker training in appro-
priate engineering controls and
work practices.

— Postexposure evaluation
and follow-up, including post-
exposure prophylaxis when
appropriate.  ■

AIDS Guide for Health Care Workers
is written especially for the person working
in the health care setting. It explains
important issues concerning AIDS in a
thorough, yet easy-to-understand style.

Although the material is copyrighted,
the publisher grants you permission to
photocopy AIDS Guide for Health Care
Workers and distribute it throughout your
facility. We encourage dissemination of
this information.
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