
Routine, rapid HIV screening can work
well in community health center settings

Study finds different levels of success

Health care providers have struggled with instituting routine
HIV screening for adolescents and most adults since the
Centers for Disease Control and Prevention (CDC), recom-

mended such testing for everyone between 13 and 64 years of age in
2006. 

There have been pilot tests of routine HIV screening in emergency
rooms and other settings, and while results mostly are positive, the
practice remains staff intensive and costly, and most health systems still
have not implemented the practice.

Now researchers show how routine HIV screening could be handled
in resource-limited community health centers. The study’s findings
show that these clinics, which serve uninsured and indigent patients,
can make routine testing work, particularly if they’re given the rapid
test kits.

The National Association of Community Health Centers (NACHC)
of Bethesda, MD, has been committed to integrating HIV care in pri-
mary care clinics for a long time, and when the CDC issued its new
routine testing guidelines, the organization saw this as an opportunity
to increase HIV detection, says Janet Myers, PhD, MPH, an assistant
professor of medicine at the University of California - San Francisco in
the department of medicine. Myers was the lead author of the recent
study of routine HIV testing in community health centers.

“We collaboratively developed an evaluation and asked health cen-
ters to add a documentation form where they would document for each
patient whether the HIV test was offered and whether or not patients
accepted the test,” Myers explains.

The evaluation also included patients’ test results.
Six community health centers agreed to do this work, and so they

were included in the study, which began in late 2006 with data collec-
tion ending in 2008.

Prior to the study the six community health centers had performed
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3,078 HIV tests, which amounted to 3% of their
patient populations. During the study period, the
centers offered HIV testing to 6,148 patients,
which was 28% of patients between 13 and 64
years, and 67% or 10,769 people accepted testing.
The study found 17 newly-detected infections.1

The HIV confirmed positive rate was just over

the CDC’s threshold for offering routine testing,
meaning that it was cost-effective for community
health centers, in general, Myers says.

“To be honest, they didn’t find as many new
positives as they thought they would,” she adds.
“They tended to test people who already were
engaged in care, and these are people who typi-
cally are not the knew positives.”

Some of the clinics that tested a higher propor-
tion of patients found no HIV positive results,
says Kathy McNamara, RN, assistant director of
clinical affairs at NACHC.

“They were in a low prevalence area, so
according to the CDC guidelines they shouldn’t
continue routine HIV screening,” she adds.

The goal of the study was to create a model for
primary care sites to implement routine testing,
and this goal was met successfully, McNamara
and Myers say.

“I was impressed with the increased access
patients had as a result of this initiative,” Myers
says. “Although it provided HIV tests to a signif-
icant proportion of folks who had not been tested
before, there was variability across health centers
and across patient demographics.”

For instance, some health centers were able to
test most of their patients while others were less
successful, testing less than 10% of patients, she
adds.

Tight staffing situations had among the biggest
impact on the proportion of patients reached
with the routine HIV screening, McNamara says.

“It makes sense to do routine HIV testing in
primary care settings, and it can be built into
practice,” McNamara says.

But these health centers, which are federally-
funded, may have patient back-up problems, she
notes.

“Sometimes, HIV screening fell off the radar
because of staffing issues,” McNamara says.
“They had too many patients; they had too sick
of patients, and HIV testing is an optional thing
while they still had to do their main work.”

Piedmont Health Services in Carrboro, NC,
provides an example of this point.

The six-site health center provided extensive
staff training for routine HIV screening as part of
a recent study of how such screening was imple-
mented in six community health centers.

The research project provided free rapid HIV
test kits but no additional funding, and sites
were encouraged to offer testing to all patients,
ages 13 to 64.1

But even highly-motivated centers like
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Piedmont often were unable to offer HIV testing
to most patients. About 20% to 25% of patients
who sought medical care at the center were
offered an HIV test. Among those who were
offered a test, about 70% accepted the test, says
Evette Patterson, RN, BSN, director of nursing at
Piedmont Health Services. (See story about how
clinics successfully rolled out routine HIV
screening, below.)

“If it’s really busy in the clinics, HIV testing is
something that we’ll have to let go of,” Patterson
says. “Like during the flu season when we were
giving 100 to 125 flu shots a day, it was hard to
continue to do the routine HIV testing.”

For the centers that offered routine HIV
screening to a majority of patients, the key was
integrating it into their patient flow so that it
became automatic and a habit, Myers says.

“It was just like getting a patient’s blood pres-
sure and weight; they’d offer an HIV test,” she
explains. “All of the clinics were supposed to do
the opt-out method, but some were less comfort-
able with that.”

The goal was to integrate the idea of HIV test-
ing and the importance of HIV care into the pri-
mary care mindset, Myers says.

“That was also the CDC’s intent to reduce the
stigma of HIV by making testing routine,” she
adds. “But I still think there’s stigma out there.”

Evidence from the study’s data shows that
acceptance of HIV testing varied across demo-
graphics, she notes.

“One striking thing to me was that Latinos
were more likely to take the HIV test when
offered,” Myers says.

The study found that men offered the HIV test
were most likely to accept it if they were Latino,
with 77% of Latino men offered the test going
through with HIV testing. White men were least
likely with only 50% who were offered HIV test-
ing having the test, and African American men
accepted the rapid HIV test 69% of the time.1

Among women, 77% of Latino women accept-
ed the HIV test, while 71% of African American
women had the test when offered, and 58% of
white women went ahead with the test.1

Also, younger people were more likely to
accept testing than older people, which investiga-
tors surmised was probably due to a higher per-
ceived risk.1

Routine, rapid HIV screening is feasible, and
now the public health community needs to find a
way to pay for it, Myers says.

Health care centers need to examine their own

facility’s financial constraints and find a way to
make it work more efficiently, she suggests.

“In San Francisco, for example, one thing a
clinic has done is integrate HIV testing every
time a person gets a blood draw,” Myers
explains. “They’ll automatically run an HIV test
on the blood sample after obtaining the proper
consent.”

This is a creative approach to the limitations of
phlebotomists’ time.

Another strategy is to approach HIV screening
with a team approach in which a nurse or phle-
botomist might obtain the sample for testing, and
physicians will deliver the results, Myers says.

Reference
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Research, clinic experience
pave way for HIV screening
Partnerships with state health departments

For community health care centers involved in
the study of initiating rapid HIV screening,

one of the key take-home messages is that this
can be done efficiently with a little help from
friends.

“With the pilot project we received funding for
testing supplies, so that made it affordable,” says
Evette Patterson, RN, BSN, director of nursing at
Piedmont Health Services in Carrboro, NC.

“Then we had to figure out how to implement
it in our day-to-day process to make it routine,”
Patterson says.

Without grant or study money, community
health care centers could develop partnerships
with their local health departments, suggests
Kathy McNamara, RN, assistant director of clini-
cal affairs at the National Association of
Community Health Centers (NACHC) of
Bethesda, MD.

For some centers, including Piedmont Health’s
six sites, the public health department provides
the $7 to $10 rapid HIV testing kits.

“We have linked with our health department
to continue to provide routine HIV testing,”



Patterson says. “They provide us with free test-
ing supplies, and we provide them with data
about all the testing.”

Community health centers and other primary
care clinics that are considering initiating routine
HIV screening might first implement a pilot proj-
ect to see what their HIV positive rate is and
whether it would be feasible to expand HIV
screening, according to the 2006 HIV screening
guidelines by the Centers for Disease Control
and Prevention (CDC) of Atlanta, GA.

“You have to test for a year to create your own
baseline results,” McNamara says.

For centers where HIV prevalence is high, the
rapid HIV screening program is a great service to
the community, McNamara says.

“Some [community health centers] would say
they were providing an additional service to
their health population,” she adds. “Patients
were thrilled, and there was a lot of acceptance
from patients and staff alike.”

For example, one of the Piedmont Health clin-
ics delayed initiating the screening program for
four months because this particular site was very
short-staffed as positions waited to be filled,
Patterson says.

“Some of our patients know other patients
who go to other sites, and one patient came in
and asked, ‘When are you guys going to do that
fingerprick HIV testing because I’m scared of
having my blood drawn, but I want to know
what my results are now,’” she recalls. “He was
one of the first people tested at that site as soon
as they started the HIV screening.”

It makes sense for community health care cen-
ters to become involved in both HIV testing and
care because of the nature of their service popu-
lations, including high transience among some
patients, McNamara says.

“These patients who are most at risk are mov-
ing in and out of three systems of care: the safety
net which is the community health centers, jails
and substance abuse programs, and, third, the
public health system,” she explains. “What we
have to do is build capacity so this three-legged
stool works together more effectively.”

This means having these different entities
share data and align their efforts in the commu-
nity so the health care is seamless from the
patient’s perspective, McNamara says.

“The patients who are most at risk have the
biggest burden in navigating these three systems
on their own,” she adds. “If I had to create a
model, I’d suggest we’d provide routine HIV

testing in substance abuse programs where peo-
ple are sitting in treatment for six weeks.”

Also, all jails and state and federal prisons
should provide routine HIV testing, McNamara
says.

“From the patient’s perspective this makes the
most sense,” she says.

Piedmont Health Services had been testing all
prenatal patients before implementing rapid HIV
screening, but less than 3% or 4% of the general
population were offered HIV tests, Patterson
says.

“We were doing risk-based testing for HIV
and not general routine testing,” she says.

The center agreed to be involved with the pilot
project and conducted its own studies on how
long the rapid HIV test took to administer, she
notes.

“We wanted to see how we could implement it
in the most efficient way so it would not take up
too much of staff time,” Patterson says.

The next step was to educate staff about the
new HIV screening program.

“We educated everyone in the center from the
front desk staff to clinical staff about the impor-
tance of doing HIV testing and why it was espe-
cially important to us in the South with the rising
numbers of new HIV cases,” Patterson says.

The educational program began with an hour-
long session at each of six sites. A NACHC repre-
sentative visited to speak with employees about
North Carolina’s HIV rates and the importance
of general population screening.

“Then we put up posters for our staff, as well
as for our patients,” Patterson says. “These were
brightly-colored and showed a family in the pic-
ture with the words, ‘Know your HIV status
today.’”

Also, HIV testing was added to the clinic’s
checklist.

Each site gave staff a script that medical assis-
tants would follow as they offered HIV testing to
patients, Patterson says.

The script read, “It’s now recommended that
all people between the ages of 13 and 64 should
be tested for HIV. We’re able to offer that test to
you today free of charge,” she says.

“Unfortunately, we did not do opt-out,” she
adds. “We asked patients if they wanted to take
the test.”

If patients declined the test, then the medical
assistant would ask them: “Is there a reason why
you don’t want to be tested today?”

At Piedmont, most of the patients who said
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they would decline the test did so because they
didn’t feel they were at risk, Patterson says.

Then once patients were in a room with the
provider, the provider would ask them a few
more questions about why they felt they were
not at risk, she says.

“At that point, the provider could persuade
many patients to have the test done,” she adds.
“Seventy percent of our patients accepted the
test, and our HIV new infection rate was
between 0.5 and 1%.”

NACHC is continuing to promote routine HIV
screening in its 1,200-plus health care centers and
more than 7,500 delivery sites, which together
represent 20 million patients, McNamara says.

The health centers are independents and not-
for-profits, and each one has a board that consists
of at least 51% of consumers of the health care
provided by the center, she notes.

“So when we designed training for HIV
screening we designed it for our board members,
chief executive officers, and clinical staff,”
McNamara says. “I can’t tell you how many tele-
phone calls, Webinars, articles, etc. we’ve pre-
sented just within our network of primary care
providers, and we also did this in the HIV world
at CDC and Ryan White conferences.”

The overarching goal is for everyone to come
together to the table to design a strategy that will
work in their own community, she adds.

From patients’ perspectives, HIV screening
works and makes sense, Patterson says.

“One of the important things is it’s an empow-
ering thing for patients to know what their status
is, even if it’s [positive],” Patterson says.

“We’re reaching a time when HIV can be man-
aged, and we can prolong the lives of people,
and we’re doing people an injustice by not test-
ing them and not letting them know early if
they’re positive,” she adds.  ■

Impact of HIV medication
discontinuation on women
Women were more likely to be nonadherent

As the percentage of women impacted by HIV
increases, researchers and clinicians need to

learn more about how HIV-infected women dif-
fer in adherence and treatment than HIV-infected
men.

“Thirty percent of those infected are women,
and globally, women account for 50% to 55%, so
we’re heading toward the global trend,” says
Mirjam-Colette Kempf, PhD, MPH, a research
assistant professor in the department of epidemi-
ology, School of Public Health at the University
of Alabama - Birmingham in Birmingham, AL.

“In the past the disease originally was seen
mainly in male populations, and so our focus has
been mainly on male populations,” Kempf says.
“Only in the last decade did we see a huge
increase among women.”

This shifts clinicians’ focus to how to keep
women well, particularly in the context of
younger women likely to be or become mothers,
she adds.

“While we know there are metabolic differ-
ences in men versus women, I don’t think much
has been looked at yet in terms of the clinical
aspect, how we treat them and how they respond
to therapy and management of their disease,”
Kempf says.

Kempf’s study looks at the differences in dis-
continuation of antiretroviral treatment regimens
between women and men.

“Our interest was to look at why patients
changed their medications and/or discontinued
their medications,” Kempf explains. “Again we
had the thought in mind that durability of a regi-
men is very important at this point because
they’ll be on lifelong therapy, and the longer the
regimen can be tolerated by the patient, the bet-
ter it is for the patient.”

So investigators sought to examine any poten-
tial differences in men and women with regard to
tolerating ART regimens.

They didn’t find a significant difference
between how long men and women tolerated
ART regimens, but they did find differences in
why men and women might discontinue their
medications.1

“The overall reason given by providers of why
both men and women asked for discontinuation
and change was virological failure,” Kempf says.
“It seems like women were more likely to be
nonadherent to their medication, and that’s why
they discontinued their drugs.”

Women also were more likely to discontinue
their medication due to dermatological symp-
toms, such as a rash, she adds.

For instance, women given nevirapine are
more likely to list a rash as a side effect than are
men, she says.

“There is evidence that dermatological symp-



toms manifested more in women than in men,”
Kempf says. “And we also see neurologic
[issues], such as peripheral neuropathy occur at a
higher rate.”

Other reasons that were given more frequently
for women’s discontinuation of ART included con-
stitutional symptoms, including not feeling well,
fatigue, and weight gain or loss, Kempf says.

And pregnancy was another factor in women’s
discontinuation of ART, she adds.

“Another interesting finding that came along
was that women were more likely to be off their
regimen for a longer time than men,” Kempf
says. “Once a woman would discontinue her reg-
imen she would stay off her meds a longer peri-
od of time than a man would.”

Women were less likely to start a new regimen
right away, she adds.

This finding goes along with the increase in
viral loads and decrease in CD4 cell counts noted
in women.

“And while we didn’t investigate those long-
term outcomes, we can say that based on other
studies it looks like women are prone to having
less favorable outcomes in the long run,” Kempf
says. “And we still are not able to understand
why because women usually come into care with
more favorable clinical characteristics, such as
high CD4 cell counts, low viral loads.”

A lot of women are diagnosed with HIV while
they’re pregnant, she notes.

HIV clinicians could note from this research
that adherence is different in women versus men,
and they should be very vigilant in emphasizing
with patients educational messages about adher-
ence, Kempf suggests.

“Patients are aware of potential side effects,
but their reasons for stopping therapy can be dif-
ferent,” she adds. 

“And clinicians need to recognize the fact that
once women discontinue therapy they might be
off therapy longer than men, and it might be
more difficult for them to reinitiate their thera-
py,” Kempf adds.

“So we need to be careful and encourage
women to not discontinue their therapy on their
own,” she says. “And if they do discontinue ther-
apy, then we need to find ways to re-engage
them in care and in taking their medications.”

Reference
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Scaling symptoms, 
self-efficacy for HIV 
Goal is for tool to assist with patient care

As HIV clinicians in Cleveland, OH, were test-
ing a symptom management intervention,

they found there weren’t any good scales 
available.

So they worked with the existing Chronic
Disease Self-Efficacy Scale developed by Kate
Lorig, RN, DrPH, , and adapted it to fit an HIV
population. The new, nine-question tool is a
symptom management self-efficacy scale for peo-
ple living with HIV/AIDS.1

“We worked with Kate and figured out how to
adapt her six-item scale to one that’s important
in the HIV context,” says Allison R. Webel, RN,
PhD, a clinical research scholar at the Frances
Payne Bolton School of Nursing, Case Western
Reserve University, in Cleveland. Webel wrote an
oral abstract about the HIV/AIDS symptom
management self-efficacy scale that was present-
ed at the 22nd Annual Conference of the
Association of Nurses in AIDS Care, held Nov.
20-22, 2009, in Jacksonville, FL.

The purpose of the scale is to assist clinicians
when they are developing individualized treat-
ment plans for HIV patients, Webel says.

“You can assess where the patient is weakest
in symptom management self-efficacy,” she says.

“If they don’t believe they can see a doctor
when they have changes in their symptoms, or if
they have difficulty managing certain symptoms,
then we can work with them to develop strate-
gies,” Webel adds.

For instance, clinicians can identify weakness-
es in patients’ treatment, help patients change
their medications to reduce certain symptoms, or
provide individualized counseling, Webel says.

“It’s most helpful to have a team approach,
including a social worker, a case manager, or
substance abuse counselor, because a doctor can’t
address all of these issues,” she adds.

“We looked at different dimensions for the
scale in our focus groups,” Webel says. “We
asked how confident they are that they can do
something, and we asked about traditional med-
ications and whether they do things other than
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take medications to manage their symptoms.”
The new tool asks HIV patients about their

confidence in completing health care tasks and
how much fatigue, pain, or discomfort they are
experiencing, Webel says.

“Then we ask about emotional distress,” she
adds. “Our scale was only tested in women thus
far, but it’s being tested in men now in a larger,
21-site trial.”

An example of how the HIV tool was adapted
from Lorig’s chronic disease scale is in the fol-
lowing question about fatigue: Lorig’s scale asks,
“How confident are you that you can keep the
fatigue caused by your chronic disease from
interfering with the things you want to do?”

In the HIV scale, the question is, “How confi-
dent are you that you can keep the fatigue
caused by your HIV from interfering with the
things you want to do?”

Another change was this additional question:
“We added, ‘How confident do you feel that you
can develop a treatment plan to manage your
HIV-related symptoms with your doctor?’”
Webel says.

Experts reviewed the scale to make sure it was
appropriate for the HIV population.

“Then we did psychometric testing to see how
valid the scale was, and we found it was valid,”
Webel says. “We tested it in 89 HIV-positive
women over four time periods.”

Each woman filled out the survey four times,
she adds.

The scale also proved to be reliable in testing
what it was designed to test.

“When the women took it four weeks later, it
was very stable,” Webel says. 

The women on whom the tool was tested had
an overall low education level with 80% having a
high school education or less, so the tool was
designed for an eighth-grade reading level.

“The scale can be administered verbally, or
they can take it with pen and paper, and we did
both depending on participants’ reading level,”
Webel says. “It probably takes five minutes for
women to complete.”

The scoring is on a scale from one to 10, and
HIV patients are instructed to circle or indicate
the level at which they’re confident with the
statement.

In Webel’s long experience with HIV-infected
patients, including some years working in an
intervention program in San Francisco, the
biggest gap in self-efficacy involves medication
adherence, Webel notes.

“We had really poor adherence rates with
these very complicated regimens,” she says. “If
I’d had the scale then I could have assessed dif-
ferent ways of tying in adherence to their symp-
toms.”

The key is to help patients understand how
their bodies are different with the disease and
seeing that they can do something with the
knowledge of why they need to take their med-
ications, Webel explains.

The self-efficacy scale assists with this by
focusing on symptom monitoring, collaboration
with providers, and developing a treatment plan,
she says.

“The literature shows that if you can have
patient buy-in to the treatment plan then they’re
more likely to follow through,” Webel says.
“When clinicians know how to individualize the
different factors, including a patient’s life situa-
tion that might include children, etc., then that
promotes patient buy-in and patient adherence.”

What the scale identifies is the situation where
a patient’s personal needs and medication needs
are out of alignment.

“It really came through with our pilot work
that a lot of times women felt like they were
being ignored by their providers when they com-
plained about side effects,” Webel says. “They
were told these medications would help their
viral loads, and while that’s true, the medicines
might not have been the best regimen for their
life situations.”
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NIH and D.C. join in
research initiative 
Trying to end HIV’s capital punishment 

The National Institutes of Health and the city
of Washington, D.C. recently  announced the

new D.C. Partnership for HIV/AIDS Progress, a
collaborative research initiative between NIH
and the D.C. Department of Health designed to



decrease the rate of new HIV infections in the
city, improve the health of district residents liv-
ing with HIV infection, and strengthen the city’s
response to the HIV/AIDS epidemic. The part-
nership is being co-led by the National Institute
of Allergy and Infectious Diseases (NIAID), part
of NIH, and the D.C. Department of Health. 

NIH has allocated $26.4 million for the first
two years of the partnership through funding
from NIAID and the NIH Office of AIDS
Research.

“Tragically, our nation’s capital has one of the
highest rates of HIV/AIDS, where about 3% of
adults and adolescents are infected with the
virus,” says NIAID Director Anthony S. Fauci,
MD. 

The D.C. Partnership centers on four research
efforts:

• Identifying populations at high risk for HIV
acquisition and developing effective interven-
tions for reducing their risk 

• Establishing a D.C.-wide data analysis mech-
anism to identify and address health issues and
outcomes for people receiving HIV care and
treatment 

• Augmenting the city’s HIV-related subspe-
cialty medical care and enhancing access to
research studies 

• Conducting a pilot program to study the
voluntary test-and-treat concept aimed at stem-
ming new cases of HIV infection

Identifying, Helping HIV At-risk Populations

African-Americans represent the overwhelm-
ing majority — 76% — of the district’s
HIV/AIDS cases. To better understand the risk
factors for HIV infection and develop effective
interventions for reducing risk, NIAID is con-
ducting two observational studies through its
HIV Prevention Trials Network (HPTN). The first
study, HPTN 061, is collecting sexual and social
networking information from black men who
have sex with men (MSM). Participants receive
HIV risk-reduction counseling and condoms;
testing for HIV and other sexually transmitted
infections; screenings for substance use, mental
health issues, partner and/or homophobic vio-
lence; and a peer system to help them navigate
the health care system and utilize HIV services.
Already under way, the two-year study will
assess the impact of these services on HIV inci-
dence. HPTN 061 will enroll 2,460 men in six U.S.
cities, including about 400 Washington partici-

pants. 
HPTN 064, also a two-year observational

study in six U.S. cities, aims to estimate HIV inci-
dence among African-American women from
areas with high rates of both HIV and poverty.
The study characterizes their sexual behavior,
alcohol and drug use, prevalence of domestic
violence, and mental health indicators, and
explores issues that facilitate and hamper HIV
testing. HPTN 064 will enroll 1,200 women
including 200 women from the district. 

Both local studies are being conducted
through a HPTN clinical site at The George
Washington University School of Public Health
and Health Services. 

Tracking HIV Care, Measuring Success 

The new D.C. Partnership will help track HIV-
associated health issues and outcomes by linking
information from 13 of the city’s largest health
care providers covering roughly 12,000 district
residents living with HIV. By establishing this
system, the partnership aims to better assess the
clinical and treatment status of individual HIV-
infected patients, evaluate outcomes of specific
clinics and health programs and measure the
impact of HIV testing and treatment initiatives
within the city. The partnership will benefit
providers by helping develop data-driven public
health strategies. 

“Our collaboration with NIH will allow us to
continue our work to make sustainable and
measurable improvements in the health and
wellness of people living with HIV/AIDS,” says
D.C. Department of Health Director Pierre
Vigilance, M.D., M.P.H.

According to Shannon L. Hader, M.D., M.P.H,
senior deputy director of the DC HIV/AIDS,
Hepatitis, STD and TB Administration, the new
partnership will both “bring D.C. medical
providers together to yield extraordinary knowl-
edge about the district’s HIV epidemic and put
D.C. on the map to recruiting new scientists and
medical practitioners as the place to fight
HIV/AIDS.”

Enhancing Care for HIV-related Medical Issues

Non–AIDS defining illnesses and HIV coinfec-
tions, such as cardiovascular disease, diabetes
and hepatitis, are significant causes of illness and
death for many HIV-infected patients. In the dis-
trict, however, few medical providers can pro-
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vide targeted, specialized medical services that
address these issues in underinsured residents.
To address this gap, NIH and the D.C.
Department of Health are working with
Washington medical providers to establish clinics
designed to provide HIV-related subspecialty
care to underinsured patients in district commu-
nities most in need. The three clinics established
to date are collaborative efforts with Family &
Medical Counseling Service, Inc. in Southeast
Washington; Walker Jones Health Center of
Unity Health Services in Northeast Washington;
and Whitman-Walker Clinic in Northwest
Washington. 

Led by program director Henry Masur, MD,
chief of the Critical Care Medicine Department in
the NIH Clinical Center, and D.C. Partnership
Medical Director Dawn Fishbein, M.D., the three
clinics will initially focus on treating HIV-infect-
ed patients who have hepatitis B or C.
Subsequently, HIV-related metabolic disorders,
mental health issues and cardiovascular disease
will be targeted at future clinical sites.

“The goals of the clinics are to enhance sub-
specialty medical care for underinsured HIV-
infected patients, assess the need for specific clin-
ical trials on given issues, and if clinical trials are
deemed necessary, provide those patients with
access to the latest treatments available,” Masur
explains. “This program also will focus on men-
toring promising young leaders in HIV medicine
who could enhance the district’s reputation as a
leader in developing new strategies for the pre-
vention, diagnosis and treatment of HIV/AIDS.”

Piloting Test-and-Treat

The partnership also will provide a real-world
examination of the test-and-treat hypothesis—the
model published by World Health Organization
scientists in early 2009 that proposed that the
HIV epidemic can be significantly curtailed
through annual, voluntary HIV testing and
immediate antiretroviral treatment for individu-
als who test positive for HIV infection. 

“NIAID already is conducting several studies
designed to answer the key research questions
that underpin the test-and-treat concept,” says
Carl Dieffenbach, PhD, director of NIAID’s
Division of AIDS. “Through this partnership,
NIAID is working with the Centers for Disease
Control and Prevention to design a study to
answer whether implementing a combined strat-
egy of expanding HIV testing, diagnosing infec-

tion early and bringing HIV-infected patients to
medical care and treatment is feasible.”

Specifically, the test-and-treat pilot study will
compare current community standards for HIV
testing and treatment with accelerated expansion
of routine testing services to identify HIV-infect-
ed people and evaluate enhanced methods for
rapidly linking those patients to care and suc-
cessful treatment. The results of the project will
be analyzed to determine the cost-effectiveness of
the test-and-treat approach. 

NIAID and CDC also plan to conduct a pilot
study in the Bronx, New York. The overall study
plan is being finalized and, once initiated, is
expected to last for three years.  ■

New DHHS Guidelines for
Antiretroviral Therapy

By Dean L. Winslow, MD, FACP, FIDSA, Chief,
Division of AIDS Medicine, Santa Clara Valley
Medical Center; Clinical Professor, Stanford
University School of Medicine. Dr. Winslow serves as
a consultant for Siemens Diagnostics, and is on the
speaker’s bureau for GSK and Cubist.

Synopsis: The revised DHHS guidelines for
antiretroviral therapy (ARV) of adults and ado-
lescents were released in December 2009.
Significant changes to earlier versions of the
guidelines include: recommending possible initi-
ation of ARV at CD4+ lymphocyte counts
between 350-500 cells/uL, including raltegravir
and darunavir/ritonavir in ARV regimens for
treatment-naïve patients, treatment of HIV-2
infection, and guidelines for management of
HCV/HIV co-infected patients.

Source: Panel on antiretroviral guidelines for
adults and adolescents. Guidelines on the use of
antiretroviral agents in HIV-1 infected adults and
adolescents. Department of Health and Human
Services. 2009;1-161. http://www.aidsinfo.nih.
gov/ContentFiles/AdultsandAdolescentGL

The latest iteration of the DHHS guidelines
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was released December 1, 2009. The major
changes to previous versions of the guidelines
include a number of changes listed below:

1. Recommending HIV-1 genotyping as the
preferred resistance test for first- or second-regi-
men failures and consideration of phenotyping
for evaluation of known or suspected complex
drug resistance patterns, particularly with HIV-1
protease inhibitors. 

2. In addition to the previous recommendation
to initiate antiretroviral therapy in all patients
with AIDS-defining illness or CD4 < 350, the
guidelines clarify the recommendation to initiate
ARV in the setting of pregnancy, HIV-associated
nephropathy (HIVAN), and hepatitis B virus
infection (or when treatment of HBV is otherwise
indicated). The Panel also recommended consid-
ering institution of ARV when the CD4 count was
between 350 and 500 but disagreed on the
strength of the evidence supporting the recom-
mendation. The panel was divided on recom-
mending ARV therapy in patients with CD4 > 500. 

3. In addition to the recommendation of teno-
fovir (TDF) + emtricitabine (FTC) in combination
with either efavirenz (EFV) or ritonavir-boosted
atazanavir (ATV/r), the panel (following recent
FDA approval) also included TDF/FTC + ralte-
gravir and TDF/FTC + ritonavir-boosted
darunavir (DRV/r) as preferred initial regimens.
Kaletra (LPV/r) is now considered an alter-
native regimen for treatment-naïve patients. 

4. The warning for clinicians to avoid inter-
rupting ARV is reiterated, and the guidelines
make it clear that IL-2 is devoid of clinical utility. 

5. A section on treatment of HIV-2 infection is
added, reminding clinicians that non-nucleoside
RT inhibitors (nnRTIs) and enfuvirtide are not
active against HIV-2. 

6. A section on considerations for management
of antiretroviral therapy in HCV coinfected
patients is added. 

Commentary

The latest version of the DHHS guidelines for
antiretroviral therapy represent a large volume of
work and immediately become the standard of
care for management of HIV-infected patients.
The document has grown to 161 pages and con-
tains numerous useful tables, as well as carefully
worded explanations for the new recommenda-
tions made.

While the document represents an important
summary of current knowledge, I have some

minor concerns about some of the recommenda-
tions made in this iteration. For the record, I have
known almost all of the panel members personal-
ly (for many years) and they are uniformly excel-
lent clinicians and knowledgeable in the field of
HIV medicine. Having participated in similar
panel meetings in years past, I am aware of the
tendency of many of us in the field to be less
than critical in our embracing of new ideas and
susceptibility to “group-think.” Over the years,
I’ve seen dozens of ideas, accepted as true by the
opinion leaders, become “standard of care” only
then to finally have the ideas disproved a few
years later (i.e., aerosolized pentamidine for PCP,
adefovir/ddI/hydroxyurea as an ARV regimen,
the notion that PI’s are superior to nnRTIs in
patients with high viral loads, the utility of in
vitro “replication capacity,” etc.). At the meetings
we all attend, it sometimes seems like unsupport-
ed ideas become accepted/true by virtue of us
repeating them to each other (with serious
expressions on our faces) often enough at differ-
ent meetings. (Yes, I, too, nod my own head
wisely in agreement with my colleagues most of
the time!) Fortunately, the DHHS guidelines gen-
erally reflect the uncertainty of the quality of evi-
dence if one reads the fine print.

One minor concern in this document includes
the recommendation for phenotypic resistance
testing in patients who have failed multiple regi-
mens. While intuitively this recommendation
makes sense (and most HIV doctors, including
me, occasionally order phenotypic testing in this
situation), no data from controlled trials have
ever shown that phenotypic testing is useful in
this group of patients. In fact, phenotypic testing
is probably least useful in patients who have
failed multiple regimens. While both the
European VIRADAPT study1 and the U.S.
CPCRA-sponsored GART study2 demonstrated
that one sees a 0.5 log incremental benefit of
genotypic testing (vs. standard of care — educat-
ed guessing) in selecting a new regimen in
patients failing therapy, no virologic benefit of
phenotyping has ever been demonstrated except
in the Virco-sponsored VIRA 3001 study (which
was limited to patients failing their first ARV reg-
imen). The European NARVAL study did
demonstrate a benefit of genotyping but no bene-
fit of phenotyping in patients failing therapy.3

Even the Monogram Biosciences-supported
CCTG 575 study (chaired by a member of the
Monogram Advisory Board) failed to demon-
strate that phenotyping was any better than edu-
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cated guessing in selecting a new regimen in
patients failing ARV therapy.4 (When I order a
phenotype in a highly treatment-experienced
group, I always think of the joke about the man
frantically searching for his lost car keys under
the streetlight — because that’s where the light is
best — rather than in the dark part of the park-
ing lot where he probably lost them!) It should be
noted that the Europeans don’t order phenotypes
at all — which I believe reflects their willingness
to critically look at the data and to be better
stewards of limited healthcare resources than we
are in the United States. Despite this lack of data,
American HIV-treating physicians continue to
order these incredibly expensive assays ($1,200
or more per test) and, now, the DHHS panel has
enshrined this practice based on paltry evidence.
A much more useful (and inexpensive) alterna-
tive to phenotyping in treatment-experienced
patients is the Virco “Virtual Phenotype,” which
gives information complementary to the geno-
type at a fraction of the cost of a true phenotype
and with greater reliability since it is derived
from the genotype sequence.

Another concern regarding this latest version
of the DHHS guidelines is the firm recommenda-
tion to initiate ARV therapy in all patients with
CD4 between 350 and 500, and a recommenda-
tion to even consider this in patients with CD4 >
500. This recommendation is largely based on the
recently published NA-ACCORD trial, which
purported to show reduced mortality in patients
who initiated ARVs with higher CD4 counts.5

This case-control study was seriously flawed by
the self-selection of patients who chose to initiate
earlier ARV therapy also generally having other
“healthier” lifestyle features; hence, fewer deaths
from cardiovascular disease, homicide, suicide,
and drug overdose rather than AIDS-defining
events. Despite this concern that the panel’s rec-
ommendation was made based on misleading
evidence, the favorable toxicity profile of newer
ARVs probably makes earlier initiation of thera-
py appropriate in the developed world, especial-
ly in those co-infected with hepatitis B, hepatitis
C, and those patients with risk factors for cardio-

■ Behavioral intervention can
help with prevention with
positives efforts

■ Clinic has best practices in
treating comorbid HIV/TB
patients

■ Medication reconciliation
improved in large HIV clinic,
following these steps

■ Individualized patient care
is latest state of art for HIV
care

COMING IN FUTURE MONTHS

4. The Centers for Disease Control and
Prevention (CDC) of Atlanta, GA, recom-
mends routine HIV testing for everyone who
has which of these characteristics?
A. Men who have sex with men, injection
drug use, migrant workers and truck drivers
B. Everyone between 13 and 64 years of age
C. Everyone between 18 and 79 years of age
D. None of the above

5. In the United States and the world what per-
centage of people living with HIV are
women?
A. 30% in US; 50-55% in world
B. 49% in both the US and world
C. 44% in US; 63% in world
D. 21% in US; 36% in world

6. In an HIV symptom management self-effica-
cy scale, which of the following would be a
good question to ask patients?
A. How confident are you that you can keep
the fatigue caused by your HIV from interfer-
ing with the things you want to do?"
B. How confident do you feel that you can
develop a treatment plan to manage your
HIV-related symptoms with your doctor?
C. Both A and B
D. None of the above

Answers: 4. B; 5. A; 6. C

CNE/CME questions
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vascular disease where more evidence is accu-
mulating that the heightened inflammatory state
associated with untreated HIV infection causes
more rapid progression of these non-AIDS-defin-
ing diseases.
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CNE/CME objectives

The CE/CME objectives for AIDS Alert, are to
help physicians and nurses be able to:
• Identify the particular clinical, legal, or 
scientific issues related to AIDS patient care;
• Describe how those issues affect nurses, physi-
cians, hospitals, and clinics;
• Cite practical solutions to the problems associ-
ated with those issues.

Physicians and nurses participate in this medical
education program by reading the issue, using
the provided references for further research, and
studying the questions at the end of the issue.
Participants should select what they believe to be
the correct answers, then refer to the list of cor-
rect answers to test their knowledge. To clarify
confusion surrounding any question answered
incorrectly, please consult the source material.
After competing this activity at the end of each
semester, you must complete the evaluation form
provided and return it in the reply envelope pro-
vided to receive a letter of credit. When your eval-
uation is received, a letter of credit will be mailed
to you.
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