
Providers face big challenge: 
HIV/HCV co-infection 
Hepatitis B infection also problematic

Estimates of HIV/hepatitis C co-infection rates in the United States
range upwards from 30%, and research shows that HIV patients
who are infected with hepatitis C have accelerated progression to

cirrhosis.
Although end-stage liver disease is a sobering risk for co-infected

patients, typically fewer than 10% of co-infected patients are treated for
their hepatitis infection, says Barry S. Zingman, MD, medical director
of the AIDS Center and medical director of the HIV/HCV Co-Infection
Program at Montefiore Medical Center in the Bronx, NY.

Barriers to treatment include inadequate HIV suppression, lack of
HCV knowledge among primary care providers and patients, poor
adherence, high rates of substance use and side effects, and inadequate
access to expert HCV care.1

Montefiore Medical Center now has 30 months of results from the
HIV/HCV co-infection program, showing success with the center’s
model program for treating dozens of co-infected patients, Zingman says.

“We have treated over 90 people and have 45 people on treatment
right now,” Zingman says. “Every month we have four to five people
coming in and the same number coming off treatment, and our success
rate has been remarkable.”

With typical treatment, 40% to 50% of co-infected patients who start
treatment will stop it because of side effects or lack of interest, Zingman
notes. “Our rate of stopping for those reasons is one out of 10,” he says.
“We have to attribute that success to a dedicated team working closely
with primary care physicians, all at the same site where patients know 
the staff and know they can walk in at any time if they have a problem.”

Typically in clinical trials of co-infected subjects, the success rate of
HCV treatment is about 40%, Zingman says.

“Our success rate of treatment is more than 50%, so we’re meeting
and exceeding that rate,” Zingman says. “This is especially remarkable
because our success rate is not with selected patients in a clinical trial,
but with anyone who is referred to us for treatment.”
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For instance, the Montefiore co-infection 
program includes 75% Latino patients, 20%
African-American, and 3% to 4% non-Hispanic
Whites, Zingman says. And despite the national
perception that African Americans who are co-
infected respond more poorly to HCV treatment,
the center’s experience has been that African

American patients have an identical rate of treat-
ment success as Latinos, Zingman says.

“We need to see if over time that rate contin-
ues, but so far, the results have been identical,”
he says. (See story about Montefiore HIV/HCV
program, p. 87.)

Screening for hepatitis B inadequate

Hepatitis B infection among HIV patients also
is a significant problem, with about 10% of HIV
patients co-infected with HBV worldwide, says
Chloe L. Thio, MD, an associate professor at
Johns Hopkins University School of Medicine in
Baltimore, MD.

In the HIV epidemic’s early years no one paid
attention to hepatitis co-infections because peo-
ple were dying of HIV-related illnesses, and 
hepatitis takes a long time to progress to liver
disease, Thio notes. “Then in 1996, the preva-
lence of liver disease in HIV-infected populations
has gone up,” she says.

There are two ways that medical providers
could improve the health of co-infected patients,
and these are routine vaccination for hepatitis B
among people at high risk for HIV infection and
routine screening, followed by treatment, for both
hepatitis B and C among HIV patients, Thio says.

Despite recommendations by the CDC for hep-
atitis B vaccination among gay men and injection
drug users, only a small percentage of these pop-
ulations are becoming vaccinated, Thio says.

Studies suggest that hepatitis screening also is
inadequate.2 Most of the four million Americans
who are infected with hepatitis C are unaware
they’re infected, according to data from the NIH.

“The biggest problem is not testing people for
HCV or HBV,” Thio says.

For HIV-infected patients, HCV is particularly
dangerous because studies have shown that HIV
infection accelerates HCV infection, and those at
risk are primarily injection drug users, Thio says.

Also, HIV patients who are co-infected with
HBV have a greater likelihood of death from
liver disease than those who are not co-infected,
Thio says.

HIV/HBV co-infection also might lead to
lamivudine resistance, since the drug often is
used to treat hepatitis B, as well as HIV infection,
Thio notes.

“We found that after co-infected patients are
treated for four years with lamivudine, they are
likely to have resistance,” Thio says. “Some HIV
patients were put on lamivudine years ago and
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now they have hepatitis B, which becomes more
difficult to treat than HIV.”

Co-infected patients develop lamivudine
resistance for the treatment of HBV than HBV
mono-infected patients, Thio adds.

In recent years, the main treatment for HCV
infection is a combination therapy of pegylated
interferon and ribavirin, which can succeed in up
to 50% of people who are infected with genotype
1 and more people who are infected in genotypes
2 and 3, according to CDC statistics.

In the reality of HIV/HCV co-infection, the
success rate is hampered by HIV infection, drug
use, alcoholism, poor adherence, and other fac-
tors, the experts say.

Even with mono-infected patients, the majority
have to be on long-term therapy, Thio says.

HIV/hepatitis co-infection likely will continue
to be a problem in the United States, even though
the blood supply hasn’t been a source of trans-
mission of HCV in more than a decade and the
hepatitis B vaccine has been available for years,
Thio says. “In the near future, we might even see
more people who are co-infected,” Thio says. “In
gay populations where co-infection is more com-
mon, we’re seeing more HIV transmission and
likely we’ll see more co-infection because people
are less likely to adhere to prevention measures
of hepatitis B and C.”  ■
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Montefiore develops
HIV/HCV best practice 
Patients receive combined primary/HCV care

Montefiore Medical Center in the Bronx, NY,
has developed a successful, multidiscipli-

nary team for the treatment of HIV/hepatitis C
(HCV) co-infection, new research suggests.

The philosophy has been to handle the HCV
infection within the HIV clinic rather than 

referring to specialists, and with 30 months of
results available, it appears to be a winning strate-
gy, says Barry S. Zingman, MD, medical director
of the AIDS Center and medical director of the
HIV/HCV Co-Infection Program at Montefiore.

With 2.5 years of data, the Montefiore program
appears to work well with co-infected patients
who come from diverse backgrounds.

“We’re finding that with adequate support and
education for providers and for people living with
HIV/HCV co-infection there is much more interest
in treatment than we might have previously
thought,” Zingman says. “Many people are being
referred for treatment or are self-referred for treat-
ment once they learn about the opportunities.

“Also, we find that not only do you need a 
multidisciplinary team, it’s preferable to have them
be at the site of HIV primary care,” Zingman says.
“Instead of sending a patient out to another site
where they don’t know anybody, their treatment 
of co-infection is much more successful if it’s 
incorporated into HIV primary care.”

Zingman describes these aspects of the
Montefiore co-infection program:

• Interdisciplinary team approach is crucial.
The co-infection program’s team includes vari-

ous disciplines working with an HIV primary
care provider. These disciplines include a physi-
cian director (Zingman), an HIV- and HCV-
expert nurse practitioner, a patient educator/
adherence counselor, a social worker, a psychia-
trist, a registered dietitian, and a substance use
counselor. Everyone on the team works at the
Montefiore Center for Positive Living/Infectious
Disease Clinic (CPL/ID Clinic), Zingman says.

For some of the more difficult co-infection cases,
the patient will be referred to a liver specialist,
who is not a part of the HIV clinic staff, but who
works in an upstairs clinic, Zingman says.

This year, the AIDS Clinic will hire a second
patient educator and a nurse, he adds.

The interdisciplinary team provides nutritional
support, social work support, medical evalua-
tion, medical treatment, directly-observed thera-
py for interferon injections, and other services to
patients, he says.

• Provide specialty team in primary care setting.
Also, both Zingman and the nurse practitioner

have received additional training in hepatitis C
care and HIV/HCV co-infection. They work with
HIV primary care physicians and, when needed,
liver specialists.

“The hepatologist we use is consulted by refer-
ral only and will see only the most complicated



patients or the ones who have end-stage liver
disease,” Zingman adds.

“This is a key difference with our program,”
he explains. “We approach this problem of co-
infection from a primary care perspective.”

In primary care, the general philosophy is that
all medical problems are the primary care team’s
responsibility and need addressing, Zingman says.

“If you don’t treat them now and they get
worse, then they’re on your hands, and you still
have to take care of them,” he says. “This is dif-
ferent from the referral model in which you refer
patients to a specialist, who decides whether they
are a good candidate for treatment, and if they
are not, then the specialist sends them back.”

In the CPL/ID Clinic, everyone is considered a
candidate for HCV treatment, Zingman adds.

“We identify the needs of the patient at that
moment in time and steadily work on each of
those aspects and incorporate them into primary
care, steadily working to prepare the patient for
the hoped-for time when the hepatitis C can also
be treated,” Zingman says. “That’s a different
way of approaching this, and, in some ways, it’s
like what we did with HIV: we embraced it as an
illness that could best be treated if in the context
of primary care with an HIV specialist managing
the whole care of the patient.”

While many HIV specialists don’t have the
time, education, or experience to be hepatitis C
specialists as well, the primary care physicians
work with the co-infection team and its HCV
experts to provide more comprehensive care.

• Tweak standard co-infection care models.
For co-infected patients whose HIV is well

controlled, the major mortality risk is now hepa-
titis C-associated, end-stage liver disease, so a
primary goal is to get patients’ HCV infection
under control, Zingman says.

Co-infected patients typically are treated for
HCV with pegylated interferon and ribavirin for
12 weeks, during which time their virologic
response is monitored closely. They visit the clin-
ic each week and receive their interferon injection
from a nurse or nurse practitioner.

Patients are staged at each visit as preparatory,
pre-treatment evaluation, treatment, post-treat-
ment, cirrhosis, or hepatoma.1

Typically the first 12 weeks of treatment for
HCV will indicate whether the patient will have
a long-term response to the medication, Zingman
says.

“If patients have not had significant reduction in
viral load at 12 weeks, then they’re very unlikely

to respond after that point,” he says. “Our rate of
successful treatment at 12 weeks is about 70%.”

The treatment team identifies each patient’s
personal barriers to adherence and treatment suc-
cess and will provide substance use counseling
when IDU or alcoholism is factors.

“We tell them why it’s more difficult for us or
their doctor to treat them and why we want to
reduce their substance use to more manageable
levels,” Zingman says. “We don’t reject someone
because of a specific level of substance use because
sometimes it’s more important that they’re willing
to follow through with treatment.”

For those who don’t succeed in virologic sup-
pression at 12 weeks, the program will often con-
tinue treating them with a goal of providing
some medical benefit, even if a cure can’t be
achieved, Zingman says.

“There seems to be accumulating evidence that
treatment is a benefit even if they’re not cured,
and it may slow cirrhosis of the liver,” Zingman
says. “So we talk with patients about the risks
and benefits of continuing treatment despite their
not being able to reach a cure.”

Many patients decide they are tolerating the
treatment well enough that they’ll continue in
the hope it will delay cirrhosis, he adds.

For the patients who do indicate potential suc-
cess at 12 weeks of treatment, their HCV medica-
tions are continued for 48 weeks, and they’re
offered a continuation of interferon injections at
the clinic if they’d prefer that to doing it on their
own, Zingman says.

The clinic’s co-infection team continuously
adjusts treatment protocols according to scientific
evidence and experience, and so there is a possi-
bility they will begin to extend therapy past 48
weeks, Zingman says.

“Forty-eight weeks may be good with mono-
infection, but it may not be optimal with people
with co-infection, who have a slower response
and lower success rate with standard treatment
duration,” Zingman says. “In our hands there
has been a one-to-two in 10 chance even after 48
weeks that a person’s HCV will relapse months
later, despite complete viral suppression at the
end of treatment.”

For hepatitis genotype 1 patients, African
American patients, and patients who’ve had a
slower response in the first few weeks, the clinic
has begun to offer extended treatment past 48
weeks for another eight or 12 weeks, he says.

The program is also evaluating studies of
experimental medications to improve response
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rates, but new medications are coming out slow-
ly, Zingman adds.

• Expand program to include more patients.
The co-infection program’s plans include two

types of expansions: the first is offering the
team’s expertise to patients who are not
Montefiore patients, and the second is to more
actively promote the program’s services among
African American patients, Zingman says.

“We’ve been successful enough and have
honed and are comfortable with the model for
care, so this year we are hiring more staff and
will open up the program to people outside of
Montefiore,” Zingman says. 

“These patients might not receive their pri-
mary care here, but we feel like we are seeing so
much success that it’s our goal to open this up to
other people.”

The program also has targeted African
Americans with co-infection because this is a
group that clinicians and researchers have not
had much success in treating for HCV in the
past, he says.

“Genetically, there seems to be a barrier to
treatment success, so there’s a reluctance among
primary care providers to treat them and they
tend to refer fewer of these patients,” Zingman
explains.

So far the program’s success with African
American patients has equaled its success with
Latino patients, but the team will see if these 
positive results continue once the patient base is
expanded, Zingman adds.

The CPL/ID Clinic’s patient demographics
include 65% Latinos, 30% African-Americans,
and 5% non-Hispanic Whites, Zingman says.

• Funding comes from a grant, Medicare,
Medicaid.

The program is funded by a grant from the
New York State Department of Health’s
(NYSDOH’s) AIDS Institute, and it’s the only co-
infection program funded in the state by NYS-
DOH, Zingman says.

“We’re funded as a model program for co-
infection care,” Zingman explains. “What we
proposed to them is we thought we could be suc-
cessful if we set up a care model in which multi-
ple needs were addressed in one location by one
team working in concert with primary care
providers.”

Visit revenues billed to Medicare, Medicaid,
and private insurance also are a big part of the
clinic’s revenues, particularly as it grows in size,
Zingman says.  ■
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Fatalistic attitudes
impact prevention 
Providers play a critical role in prevention

Arecent study found a relationship between
provider fatalism and HIV prevention coun-

seling, suggesting a possible obstacle to having
providers provide prevention for positives.

Fatalism among providers was a strong pre-
dictor of patients perceiving less HIV prevention
counseling at 16 publicly funded clinics.1

“This finding wasn’t something we set out to
have in the study,” says Wayne Steward, PhD,
MPH, a researcher for the Center for AIDS
Prevention Studies at the University of California,
San Francisco.

Investigators visited federally funded clinics to
examine what facilitators and barriers existed to
the clinics providing prevention for positives
services, Steward says.

Researchers conducted qualitative interviews
with providers, patients, clinic administrators,
and all different key players who might be affect-
ed by prevention for positives programs. They
also did a quantitative survey of patients as they
were leaving their appointments at the clinics,
Steward says.

“In the qualitative interviews, one of the find-
ings that emerged was this idea of fatalism, and
this is how the paper got its start,” Steward says.
“In some clinics a number of providers expressed
a rather profound sense of what we ultimately
labeled as fatalism,” he explains. “It was a sense
that there wasn’t a lot they could do to change
their clients/patients’ behavior.”

Some providers thought their patients knew
what the HIV risks were and they knew how
their own behaviors increased the risks, and they
didn’t think they could meaningfully affect their
behavior, Steward says.

“We were interested in how fatalism might
relate to the HIV prevention services a clinic pro-
vided,” Steward says. “So we did a study with
an unusual mixed-message design.”



Since it was impractical to ask patients about
their perceptions of providers’ fatalism, they took
the qualitative data and quantified the number of
fatalistic comments, ranking these in order of
how much fatalism was expressed by providers,
he says.

Then researchers looked at the HIV prevention
services that patients reported and found a corre-
lation between fatalism expressed and preven-
tion services reported by patients, Steward says.

“In clinics with a lot of fatalism, you had
patient reports of less frequent receipt of HIV
prevention services,” Steward says. 

“It’s a complicated correlation,” he adds. For
example, there is no measure of how much the
provider gives out prevention counseling.

However, the correlation tended to be robust
against all challenges, including the amount of
time patients reported that they spent in their
sessions, Steward says.

“You frequently hear providers say they don’t
have a lot of time, and that definitely is true,”
Steward says. “But we put time into the model
and the predictor line for fatalism remained sig-
nificant.”

Investigators looked into clinic-level procedur-
al variables, such as the length of the appoint-
ment and the size of the clinic, and these also did
not account for the fatalism finding, he adds.

The correlation between fatalism and preven-
tion services remained even when patients’
health history, length of time since diagnosis, and
length of time as a patient at the clinic were
examined, Steward says.

“Even when accounting for sexual risk and
other health history variables, fatalism remained
an independent risk factor,” Steward adds.

However, when researchers included demo-
graphic data, including race, sexual orientation,
age, gender, and education, the association
between fatalism and HIV prevention counseling
changed, he says.

“The clinics with a fatalism and HIV preven-
tion counseling association tended to be the ones
that had large gay, white male populations,”
Steward explains. “We weren’t seeing fatalism in
the other clinics.”

After running a new model, the data confirmed
that finding, he notes. Although the data couldn’t
be divided between the various demographic
materials, anecdotal evidence suggested that the
chief factor was sexual orientation, Steward says.

“In qualitative interviews, it seemed more tied
to a patient’s sexual orientation,” he says. “One

provider statement I recall was about fatalism
within the gay community and how the gay
community itself had a feeling that HIV infection
was inevitable.”

A new study will look at how clinics imple-
ment prevention for positives programs, and the
investigators are including questions about fatal-
ism to see if that will explain the outcomes found
in the interventions, Steward says.

“What we found with this study is people
weren’t discussing HIV prevention topics with
their patients, so the current, ongoing study will
look at something slightly different,” Steward
explains. “It will examine whether or not the quali-
ty of services or outcomes differ in any way.”

What the study suggests is that HIV providers
who work with white, older, gay patients have
pre-conceived notions about the gay communi-
ty’s knowledge of HIV and willingness to act on
that knowledge, Steward says.

“In a lot of places it’s very true that the gay
community is well-educated about HIV and has
been very active in taking steps to prevent HIV,”
Steward says. “Gay men are educated early on
that they’re at risk for HIV infection.”

So the result is that providers, who believe a
white gay patient already knows a great deal
about HIV risk behaviors, will view continued
risk behaviors as a sign that the patient is not
willing to make the changes he knows are neces-
sary to prevent HIV transmission, Steward says.

“Whereas with other populations, they believe
there is a lot of misinformation, and they feel
they can correct the misinformation and provide
HIV education as a part of prevention efforts,”
Steward says.

In another study, related to this one, investiga-
tors found that clinics which had written proce-
dures tended to do better overall in terms of HIV
prevention, Steward notes.

“What written procedures did was knock out
any sort of effect of race or sexual orientation
because everyone in the clinic got some amount
of HIV prevention counseling, and there was no
subjective judgment about who needed it,” he
adds.

Success at prevention for positives might
require neutrality and uniformity in the preven-
tion intervention, Steward suggests.

Step one is to just do it, provide prevention
services regardless of whether you personally
feel they are needed or will succeed, he says.

Then, the more fatalistic providers might be
surprised and find their attitude change if some
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New once-a-day pill 
submitted to FDA 
First complete regimen in single tablet

HIV antiretroviral therapy treatment soon 
will become a whole lot simpler than most

antibiotic regimens when the FDA approves the
combination pill of efavirenz/emtricitabine/
tenofovir (Truvada/Sustiva).

The combination drug which will be taken in
one pill, once daily, was submitted to the FDA in
a new drug application by Gilead Sciences of
Foster City, CA, and Bristol-Myers Squibb of
Princeton, NJ.

“It’s the first complete regimen in a single
tablet, once a day,” says Calvin Cohen, MD,
MSc, research director of CRI New England in
Boston. Cohen also is the research director for
Harvard Vanguard Medical Associates in Boston
and is a clinical instructor at the Harvard
Medical School in Boston.

Previous combination regimens have combined
three drugs in a twice-a-day pill or two medica-
tions in a single tablet, Cohen notes. The new
combination puts two nucleoside reverse tran-
scriptase inhibitors with one non-nucleoside
reverse transcriptase inhibitor.

The combined three-drug pill has been studied

in a large clinical, randomized study of treat-
ment-naïve patients, Cohen says.

“We have existing data about the benefits and
side effects profile of this three-drug regimen,”
Cohen says. “That the tablet can be created that
puts all of these together and has similar absorp-
tion allows us to say it has the characteristics of
the regimen when it is given in three separate
tablets.”

The three tablets have the same absorption as
the single tablet, he adds.

So while the new combined single tablet has
not been studied as its own entity, once investi-
gators could show that it has the same absorp-
tion, the data available about the three separate
pills given in combination is relevant, Cohen
explains.

Efavirenz’s safety profile shows that it general-
ly is tolerated by 95% of the people who take the
drug, Cohen says. “The 4% to 5% who has to
come off Sustiva does so because of side effects,
which include disequilibrium because of dizzi-
ness or altered dreaming,” Cohen says.

“In 95% of the people it’s either well-tolerated
from the beginning, or they’ll have side effects
and then it wanes; but in some people it does not
resolve,” Cohen explains. “Somewhere between
25% to 50% will notice something, but in the
majority of people it resolves in the first week.”

Among some others it will resolve after a few
weeks, but after continued dosing, about 5% of

patients begin to make changes that previously
seemed highly unlikely, Steward says.

“There will be a set of patients for whom you
do make an effort and they don’t respond,”
Steward says. “And those are the ones that the
providers have to go back to time and time again
to keep reinforcing prevention messages.”

The other thing for providers to consider is
that prevention for positives gives them the
opportunity to follow-through on prevention
messages with a specific and recurring popula-
tion, he says.

With prevention messages aimed at HIV-nega-
tive people, the prevention intervention might be
administered once or in a series that ends and
typically is not repeated to the same people. 

Prevention for positives, however, gives clini-
cians the opportunity to repeat prevention mes-
sages at each clinic visit to the same patients they
might see for a decade or longer.

“You have the advantage of a sustained rela-
tionship over time that you don’t get with pre-

vention for negatives,” Steward says. “This gives
providers a unique opportunity to help a person
because they understand the other challenges in
the person’s life.”

Prevention messages need constant repetition
because each individual’s life circumstances
change and might result in a person becoming
more or less likely to engage in risky behaviors,
he says. “Risk behaviors are not static and
immutable, and this is why people move in and
out of risk behavior,” Steward says. This is why
long-term prevention efforts are extremely
important, and to think you can provide a pre-
vention intervention one time and everything is
great is overly optimistic, Steward says.

“People who seem like they are not willing to
make a change may move into a patch in life
where they are willing to change,” Steward says.

So providers could wait for an opportunity to
discuss prevention again and not close the door
because of a fatalistic attitude that this opportu-
nity will never arise, Steward adds.  ■



the people taking efavirenz find it’s not for them,
Cohen adds.

“Tenofovir and FTC have, in some ways, even
more attractive or just as attractive safety profiles
in that over 95% of the people who take those two
drugs find they can tolerate them,” Cohen says.

“So the regimen of the three drugs roughly is
tolerated in more than 90% of the people who
start it,” Cohen adds.

The three-drug regimen hasn’t been studied
fully in a randomized trial versus a protease
inhibitor (PI) therapy, Cohen says.

“Those studies are underway now,” he says.
“What we would be able to conclude is based on
other studies done in the past, efavirenz has gone
up head-to-head against several PIs and has
either come up with superior results or equal
efficacy.”

But it has never lost in a head-to-head compar-
ison yet, Cohen says. “In fact, it’s one of the
major reasons why efavirenz is a popular drug in
the United States — it’s either tied or won, but
never lost,” Cohen adds.

Adherence studies would suggest that the new
once-a-day pill will be more acceptable to
patients than regimens requiring two or more
pills daily, Cohen says.

When patients are asked if a once-a-day pill
regimen fits into their schedule, virtually all of
them say it does, while only 80% of people asked
about a twice-a-day pill will say that it fits into
their schedule, Cohen says.

“In every single measure, once-a-day pill had
superior adherence with two years of monitor-
ing,” Cohen says.

Resistance also is not a major problem for this
combination regimen, Cohen says.

“In the long-term studies of regimens very
similar to this one, when drugs were given as
separate components, only 4% of people devel-
oped resistance after a year to any of the drugs,”
Cohen says. “Part of what we hope is and, in
some ways, expect is as we improve the simplici-
ty of going from three pills to one pill a day that
people will find the regimen more attractive and
less burdensome, and the resistance levels will
decrease.”

Already, the combination therapy has a 95%
success rate without resistance at one year, and
the expectation is that as the simpler combination
is used, the resistance will remain at a low level
past year one, Cohen explains.

“Resistance is a product of erratic drug tak-
ing,” he says.

Truvada/Sustiva has gained a lot of interest
among clinicians both because of its simplicity
and its efficacy, Cohen says.

“This doesn’t mean it’s perfect, but among our
choices it is one of the best combinations,” Cohen
says. “Clinicians are enthusiastic to prescribe a
regimen that is more attractive to people with
HIV and which also is less burdensome and
intrusive.”

Treatment-naïve patients also find this one-
pill-a-day combination appealing, he notes.

“I already have patients coming in the door
asking for the once-a-day pill and whether they
can have it yet,” Cohen says.

To create the once-a-day combination required
Bristol-Myers Squibb and Gilead to form one of
the first collaborations of its type in HIV therapy.
They formed a joint venture on Dec. 20, 2004, to
develop and commercialize the single tablet regi-
men in the United States.

The proposed new combination pill will con-
tain 600 mg of efavirenz, 200 mg of emtricitabine,
and 300 mg of tenofovir disoproxil fumarate.  ■

Ethical dilemma: Letting
patients make bad choices
Listening and sensitivity critical 

If you ever find yourself struggling with the
ethical implications of permitting a patient to

make a bad medical decision, maybe you should
think semantics before you weigh ethics.

Courts rule tirelessly that competent patients
have the ability to make their own decisions,
regardless of consequences. That being a given,
do physicians really “permit” patients to make
choices? And who decides whether that choice is
“bad?”

At what point does the physician surrender to
patient autonomy and be satisfied that he or she
has fulfilled his or her ethical obligations?

“It’s my observation that the mere description
of a patient’s decision or choice as ‘unwise’ indi-
cates the caregiver and the patient have different
values and/or the caregiver doesn’t fully under-
stand the patient’s reasons for making a decision
viewed as inappropriate,” points out Paul B.
Hofmann, DrPH, FACHE, president of Hofmann
Healthcare Group in Moraga, CA.

“Similarly, talking about permitting a patient
to make an unwise choice is value-laden because
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the word ‘permitting’ is used rather than the
word ‘respecting.’”

According to Frankfort, IL, attorney and
physician William Sullivan, DO, JD, many court
cases have been dismissed when the patient has
suffered a bad outcome after not listening to
physicians’ advice.

“The problem is that the decision a patient
makes must be ‘informed,’” Sullivan says. “The
legal issues that arise when such cases are litigat-
ed are whether the patient was competent and
whether the patient was given enough informa-
tion to make an informed decision. The ethical
question that arises is, ‘At what point are patients
responsible for adverse effects of the decisions
they make?’”

Being comfortable that a patient is making an
informed decision and being comfortable with
the decision itself, most agree, can be two very
different things.

Patient choice impacts patient well-being

“The choices or decisions by patients range
from mundane to the very vital decisions that
have profound impact on their well-being,” he
says. “The reason disagreements occur among
patients, family members, or caregivers is often a
failure to understand the underlying rationale for
the patient’s choice,” Hofmann explains.

One obstacle to that understanding is language,
and Hofmann says this doesn’t just mean two peo-
ple speaking different languages. “The fact is that
caregivers use relatively technical and almost unin-
telligible — from the patient’s perspective — lan-
guage, so the patient may misunderstand what the
caregiver says in regard to treatment options,” he
says. “This can be a problem with the caregiver not
providing a clear explanation of the issues
involved in making a decision.”

Another impediment to good decision making
— meaning, informed decision making — is the
impact of illness, trauma, depression, dementia,
and/or medications, Hofmann says. Busy care-
givers may fail to recognize or appreciate the
consequence these conditions or medications
may have on the patient’s ability to make a clear,
informed decision.

“When a patient makes what is perceived to be
an unwise or inappropriate choice, one possible
explanation is that he or she does not have what
might legally be defined as full decision-making
capacity — either temporarily or on a long-term
basis,” he says. “The amount of medications he or

she is receiving, the level of depression he or she
may be experiencing because of trauma and ill-
ness, the impact of the trauma or illness itself, and
temporary or progressive dementia all can compli-
cate and may interfere with what caregivers
believe to be a problem in terms of the decision-
making process.”

Anger, guilt, and other emotional factors can
influence a patient’s choices, but Hofmann is
quick to point out that that doesn’t just mean the
patient’s emotional state. 

Surrogates acting on behalf of the patient can
be influenced by their feelings, as can caregivers.

When disagreements arise

“The staff should be trained to be both cultur-
ally competent, not just culturally sensitive,” 
suggests Hofmann. “They need to recognize the
tendency of caregivers to push for decisions in a
shorter time frame than many patients or surro-
gates are comfortable accepting, and need to
allow more time to pass to avoid the possibility
of forcing premature decisions being made.”

A way to help ensure patients and surrogates
have balanced information when it comes to
making end-of-life decisions is for health care
providers to emphasize — before those decisions
have to be made, if possible — that if it becomes
necessary to enforce a DNR order, that the
patient is not abandoned at that point.

“I think that it is not emphasized enough,
when a painful conversation is held about a DNR
order, that if the conversation is held in a way
that emphasizes that the patient won’t be aban-
doned, will be made comfortable, the likelihood
of what the caregiver believes to be the most
appropriate choice is greater,” says Hofmann.

Again, understandable communication is key.
Hofmann says conventionally, end-of-life conver-
sations between physicians and family members
or surrogates begin with the physician telling the
family what the diagnosis and prognosis are;
instead, he says, physicians should start by ask-
ing the family what they understand the diagno-
sis and prognosis to be.

“Listening to and learning where the patient
and surrogates are creates a crucial context for
the physician’s presentation and discussion,” he
explains. “If they listen to where the patient or
surrogate is along the continuum of understand-
ing, the greater the likelihood that the physician
will be able to convey the information that he or
she was intending to convey.



Finally, the health care provider and the
patient might simply have legitimate, deep dif-
ferences in values. Those need to be acknowl-
edged, Hofmann says, and it’s up to the caregiv-
er to say “our differences are too great, so we
need to arrange for you to be in the care of some-
one else.”  ■

Adherence Strategies

Inmates don’t view 
DOT favorably 
Privacy is biggest concern

Concerns about privacy and medication distri-
bution staff have resulted in a majority of

North Carolina inmates who are HIV positive to
say they would rather keep their antiretroviral
drugs in their own lockers than receive the med-
ications via directly observed therapy (DOT), a
new study says.1

“Inmates have a lot of concerns about confiden-
tiality, and there is a lot of suspicion about whether
they’re getting the right medications or whether
prison guards are trained to give out medications,”
says Andrew Kaplan, MD, professor in the depart-
ment of medicine and microbiology at the
University of North Carolina, Chapel Hill.

A pilot study that looked at the health beliefs
and attitudes concerning antiretroviral adherence
among prisoners receiving DOT found that 72%
of the inmates surveyed believed they would be
hassled in prison if other inmates found out they
were HIV infected.1

“Most people prefer to take the medications on
their own,” Kaplan says.

UNC’s division of infectious diseases provides
HIV care for the North Carolina Department of
Correction (NCDOC), Kaplan says.

From July 1, 1999, to April 1, 2000, when the
study was conducted, the NCDOC state prison
system had 83 prisons with a 32,000 daily census.
About 2% of the men and 4% of the women
incarcerated were HIV infected.

Medical care and medications are free to
inmates for all conditions, and one of the critical
issues is getting people to take their medicines as
prescribed, Kaplan notes. “So prison seems like
an ideal place to do directly observed therapy,”
he says. 

For example, prisoners who are on narcotic
pain medication, drugs for tuberculosis infection,

and psychiatric medication already receive their
pills via DOT, Kaplan says. “So they had this
DOT program in place when protease inhibitors
first came along in the 1990s, and they started
putting PIs on the formulary,” Kaplan explains.

The PIs were very expensive, and the DOC
wanted to make sure drugs were used properly
and not wasted, so they had PIs included in the
drugs distributed through DOT, Kaplan adds.

Inmates received their PIs through DOT, but
the nucleoside and non-nucleoside reverse tran-
scriptase inhibitors were dispensed as a 30-day
supply that inmates could self-administer.

“We came along and provided HIV care for
prisoners, and we started to hear concerns about
how well the system worked, so we decided to
study it,” Kaplan says.

Investigators found that prisoners’ chief con-
cern was confidentiality. The DOT system
required inmates to stand in a line outside along
with other inmates, including those with TB and
psychiatric disorders, he says.

“And sometimes corrections officers are the
ones who are dispensing the medications, and
there’s an adversarial relationship between
guards and inmates,” Kaplan says.

“We would hear from nurses that certain
inmates wouldn’t go to the DOT line to get their
medications,” he says. “So we decided to look
into some of these issues.”

The study about inmates’ attitudes found that
16% of those participating reported they would
miss their medications rather than wait in the
DOT medication line.1

A sample of 65 HIV-infected participants,
recruited from a convenience sample of people
attending the HIV clinics at the Central Prison,
were included in the study.

Another finding was that inmates who had
positive attitudes about PIs had higher levels of
adherence, although the same association could
not be made with beliefs about reverse transcrip-
tase inhibitors and adherence.

DOT has drawbacks, including its high cost, 
so investigators also decided to study whether it 
worked. One pilot study suggests that antiretro-
viral adherence among inmates receiving DOT
was the same as adherence among inmates who
took their antiretroviral drugs on their own,
Kaplan says.

As a result of these findings, investigators decid-
ed to study adherence among inmates receiving
DOT in a larger, randomized, controlled study, and
the data are still being analyzed, he adds.

94 AIDS ALERT®/ August 2006



August 2006 / AIDS ALERT® 95

Investigators also are enrolling volunteers as
part of a large, randomized, controlled trial to
address the question of bridging HIV treatment
from prison to the community, Kaplan notes.

HIV inmates are randomized to the standard
of care in prison or to a bridging case manager.
The standard of care includes 30 days of medica-
tion when they leave, and a nurse helps them
connect with a doctor, Kaplan says.  ■

Reference:
1. White BL, Wohl DA, Hays RD, et al. A pilot study of

health beliefs and attitudes concerning measures of anti-
retroviral adherence among prisoners receiving directly
observed antiretroviral therapy. AIDS Patient Care STDS.
2006;20(6):408-417.

Concerns about 
CARE Act voiced
Appropriations bill offers to little to ADAP

The FY 2007 appropriations bill offers too little
to the AIDS Drug Assistance Program (ADAP)

and other Ryan White CARE Act initiatives, claim
Jeanne White-Ginder, mother to Ryan White, and
The AIDS Institute of Washington, DC.

By early July, the spending bill approved by the
House Labor, HHS and Education Appropriations
Subcommittee provided a $70 million increase for
Title II of the Ryan White CARE Act, and the sub-
committee approved another $63 million for a test-
ing initiative by the CDC.

The $70 million was earmarked for states with
financially strapped ADAPs. While that money is
needed, the bill doesn’t add anything to the overall
ADAP budget, and this is the problem, AIDS
Institute officials and others say.

The bill is woefully inadequate, says White-
Ginder, who wrote a letter to the U.S. Senate on
June 7, 2006. “I respectfully urge you to increase
the funding levels contained in the bill so that the
growing number of people who depend on the
Ryan White CARE Act will have access to life-
saving and life-extending healthcare services and

medication over the next five years,” White-Ginder
writes. The annual 3.7% increase proposed for
some Ryan White funding and the flat funding of
other components of the Act is extremely low and
must be increased, White-Ginder adds.

The Senate subcommittee’s proposed funding
for Ryan White is even lower than what the
President’s budget requested. President Bush’s
budget called for a $95 million increase for Ryan
White, while the subcommittee approved a $70
million increase, and the president’s proposed
$93 million for the new CDC testing initiative
was $30 million more than the subcommittee
approved, according to figures from The AIDS
Institute.  ■

■ Study shows Latino
patients in California have
high rates of metabolic 
syndrome

■ Targeted medicine is aided
by specialized screening
tools

■ Case management 
adherence program reaps
success

■ Brief ART adherence 
intervention by HIV care
providers has mixed results

COMING IN FUTURE MONTHS

Clinicians needed for clinical
mentoring assignments

The International Center for Equal Healthcare
Access (ICEHA) is recruiting experienced health
care professionals to volunteer for six to 12 weeks
in developing countries in Southeast Asia and
Africa.

Volunteers will use clinical mentoring techniques
to provide HIV bed-side training to local health care
providers. The volunteers’ expenses will be paid.

The clinical mentoring program was developed to
provide a rapid scale-up of skills of the local health
care staff and to strengthen the way health care is
delivered to developing countries. The goal is to help
the nations fight the HIV epidemic from within.

Antiretroviral medication has become more wide-
ly available to resource poor nations in recent years,
but the health care infrastructure is inadequate for
administering the drugs. Through ICEHA’s volunteer
help in training local health care providers, hundreds
of thousands of patients can have access to care
when previously they did not.

ICEHA is a nonprofit organization of health care
professionals who volunteer their time and expertise
in the field of HIV/AIDS and infectious diseases to
assist clinics in resource poor nations.

For more information about the clinical mentoring
program and to obtain a volunteer application, visit
the ICEHA Web site at www.iceha.org or e-mail
Katie Graves-Abe at kgravesabe@iceha.org. ■
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5. What percentage HIV/HCV co-infected patients typ-
ically are treated for their hepatitis infection?

A. Fewer than 10%
B. 15% to 20%
C. 30% to 40%
D. About 50%

6. Researchers who interviewed HIV clinic providers
about their attitudes toward patients and then 
surveyed patients about how frequently they were
given HIV prevention messages found what corre-
lation?

A. Providers who reported anger toward patient risk
behaviors were in the same clinics where patients
reported little interest in behavior change.

B. Providers who express optimism about their
patients’ ability to change risk behaviors were in
the same clinics where patients reported receiving
prevention education at every clinic visit.

C. In clinics where providers expressed a lot of fatal-
ism, there were patient reports of less frequent
HIV prevention services.

D. None of the above

7. A new combination pill that could be the first,
once-a-day pill containing a complete antiretroviral
regimen for treatment of HIV consists of which
three drugs?

A. Saquinavir/abacavir/didanosine
B. Nevirapine/tenofovir/zidovudine
C. Efavirenz/emtricitabine/tenofovir (Truvada/Sustiva).
D. Delavirdine/zalcitabine/tenofovir

8. A pilot study that looked at the health beliefs and
attitudes concerning antiretroviral adherence
among prisoners receiving DOT found that what
percent of the inmates surveyed believed they
would be hassled in prison if other inmates found
out they were HIV infected.

A. 72%
B. 63%
C. 42%
D. 22%
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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 certificate of completion. When
your evaluation is received, a certificate will be
mailed to you. Answers: 5. A; 6. C;  7. C;  8. A


