
Evidence is mounting for expanded
use of HIV rapid testing programs

ERs, jails, community health are ideal settings

HIV/AIDS researchers continue to find strong evidence that
using rapid HIV testing in settings likely to capture high-risk
populations is wise public health policy.

Yet programs that combine rapid testing with care linkage and pre-
vention education are underutilized, research shows.1

Experts cite implementation complications, state HIV counseling laws,
and financial barriers as the main reasons why rapid testing hasn’t satu-
rated sites serving high-risk populations.

A recent study found that a surprisingly low number of community-
based organizations (CBOs), and hospitals are using rapid testing, says
lead author Laura M. Bogart, PhD, senior behavioral scientist for the
Rand Corp. of Santa Monica, CA. (See key findings, p. 28.)

“Only 22% of clinics, 10% of CBOs surveyed, and 52% of hospitals
were using the test,” Bogart says.

“The discouraging thing about hospitals is that about half were
using it, but they were using it for occupational health and not for rou-
tine care or trying to get HIV testing to the general public,” Bogart
says. “About 29% of hospitals were using the test in the labor and
delivery area, and only 13% were using it in the ER, although it’s in the
ER where research has found a much higher prevalence of HIV infec-
tion than in other kinds of health care general settings.”

ERs: Greatest need, greatest difficulty 

For instance, a new study looked at offering a rapid HIV test to high-
risk patients in a large urban hospital emergency room (ER). The study
identified new infections at a rate of one in 50 people screened.2

“We have found that the ER is very receptive to rapid testing, but the
big question is whether the ER is equipped to do it,” says Indira Brar,
MD, program director, infectious diseases fellowship at Henry Ford
Hospital in Detroit, MI.
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Henry Ford Hospital has used a model, fund-
ed by the city and state, which has worked very
well: a registered nurse or trained HIV coun-
selor/tester meets with ER patients identified as
being at high risk and offers them a rapid HIV
test during their wait for other lab results, Brar
explains.

“I think the ER is a very important place for a

lot of people in marginalized society who do not
really use other forms of health care,” Brar says.
“We really need to work with this group to bring
them into care and to provide them with the
same good care that can be provided for anyone
else.”

Emergency departments (EDs) are the most
difficult place to integrate rapid testing protocols,
Bogart notes.

“But they’re probably the area of the greatest
need right now,” she says.

“It seems that because EDs can be very chaotic
and have high patient volume, it’s hard for ED
providers to take time for rapid testing,” Bogart
explains. “But the model that seems to work, and
we’re still waiting for more data, is if somebody
from outside the ED comes in and does the test-
ing while people are waiting in the emergency
department.”

A hospital in Los Angeles had a room off the
ED where the HIV tester could take patients for
testing, counseling, and waiting for results,
Bogart says.

Testing behind, beyond bars

HIV public health experts note that besides the
emergency department, an optimal place for
using the rapid HIV test is in correctional facili-
ties, including local jails and detention centers.

“One quarter of the people with HIV in this
country cycle through the correctional system,”
says Frederick L. Altice, MD, professor of medi-
cine and director of clinical and community
research, section of infectious diseases, AIDS pro-
gram, at the Yale University School of Medicine
in New Haven, CT.3

“With all of these people with HIV coming in
and out of the criminal justice system, it’s a won-
derful opportunity to identify people, stabilize
them, and have them return to the community in
better care and less infectious to others,” Altice
says.

While HIV testing has become more routine in
prisons, it’s less available in jails because of the
transient nature of the population and because of
funding obstacles, Altice says.

“It’s complicated issue, and cost is an issue,”
Altice says. 

“There should be a rapid test in jail because
people come in and get out an incredibly high
rate,” he adds. “But the rapid test is more expen-
sive, and there are impediments that happen at
the state level.”
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Many states require pre-test and post-test coun-
seling and licensed HIV testers, Altice says. (See
story about rapid test obstacles in jails, p. 28.)

In places where there are fewer barriers to HIV
screening in jails, such programs will work well.

For instance, investigators researching the use
of routine HIV rapid testing in Rhode Island jails
have demonstrated feasibility and acceptance.4,5

A new pilot study enrolled 264 men in Rhode
Island jails to test a combination of a rapid HIV
test with prevention activities, says Curt G.
Beckwith, MD, assistant professor of medicine at
the Alpert Medical School of Brown University in
Providence, RI.

The men receiving the HIV test were followed
back to their communities as part of the study’s
look at their risk behaviors.

The point was to show that it would be feasi-
ble to provide routine HIV rapid tests in the jail
and combine these with brief prevention 
education. 

ER model can work if funded

Routine HIV rapid tests in ERs might be easi-
er logistically than HIV testing in jails, but there
are some financial and staffing requirements to
manage.

For the Henry Ford project, which receives
state and city funding, a nurse and HIV clinic
counselor/tester provide all of the rapid HIV
tests and prevention counseling.

Between the two, the ER is covered most days
and evenings.

“We studied this between 2004 and 2008, but
it’s ongoing,” Brar says. “We offer the rapid HIV
test to everyone who comes into the ER for treat-
ment of a sexually-transmitted disease (STD), as
well as any one else who is identified as high
risk.”

People who come to the ER for treatment of
what appears to be Pneumocystis pneumonia
(PCP), people who are drug users, and those
who are identified through medical histories as
having multiple sex partners are all offered the
rapid HIV serum test, Brar says.

Of 2,575 people offered the HIV test, only 42
declined, she notes.

“No matter how many STD programs you
have out there, some groups of people will use
the ER as their point of entry or for getting tested
for STDs,” Brar notes. “As long as we can work
with the ER staff, this is a very feasible program.”

During the 20 minutes that patients are wait-

ing for the HIV test results, the nurse or coun-
selor will tell them about what being HIV posi-
tive means and discuss prevention.

“If the test comes out positive, we help them
get into care immediately,” Brar says. “Our goal
is to get the patient seen at our HIV clinic the
next day or within 48 hours since the clinic is
closed on the weekend.”

All HIV positive tests on the rapid test are con-
firmed with the confirmatory Western blot HIV
test. So far, there have been no false positives,
Brar says.

Part of the post-positive test counseling
includes educating patients about decreasing
HIV transmission and safe behavior and encour-
aging them to talk about their diagnosis with
partners and bring those partners in for testing,
Brar adds.

“My nurse has informed me that we’ve had
people bring in other partners to be tested,” she
says.

The counselor/tester helps the patient make
an appointment at the clinic and encourages
them to follow-up on their care. As a result, the
study shows that all follow-up visits were
scheduled within one week of the positive
result, and only three patients out of 56 people
newly-diagnosed with HIV infection did not
show up for their follow-up appointment, Brar
says.
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Rapid HIV testing 
underused in jails
Obstacles include consent, counseling laws

For correctional settings in many states the
biggest obstacles to implementing an opt-out,

rapid HIV testing program are state laws regard-
ing HIV testing and counseling.

Without such legal barriers, rapid testing
could be easily implemented, says Frederick L.
Altice, MD, professor of medicine and director of
clinical and community research, section of infec-
tious diseases, AIDS program, at the Yale
University School of Medicine in New Haven, CT.

Altice and co-investigators will be writing a
manual on how to conduct HIV rapid testing in
jail settings.

For example, in Connecticut, state laws require
that all HIV testing is done with both pre-test
counseling and post-test counseling, and a licensed
tester has to administer the test, Altice says.

This makes it difficult to follow the new guide-

lines by the Centers for Disease Control and
Prevention (CDC), which promote HIV, opt-out
testing in various settings for better public health
policy.

Without these state requirements, a correction-
al facility nurse could swab an inmate’s mouth,
get the results, and make referrals to care if the
results were positive for HIV infection.

“The affinity with which you can do these
things depends on how many barriers you
have,” Altice says.

Altice and co-investigators have studied the
process of making HIV rapid testing a routine
part of the inmate’s medical check in jail.

For their study, when inmates went to the
nurse for a visit, the nurse would ask a few ques-
tions about risk behavior involving drugs and
sexual activity. Then the nurse would say, “We’re
going to put a skin test on your arm for tubercu-
losis, and we’ll do an HIV test with a quick swab
in your mouth,” Altice says.

The inmate could opt out at that point, but
most wouldn’t, he notes.

Since the study was taking place in a state that
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Here are the take-home points

Investigators recently studied the scope of rapid HIV
testing, finding surprisingly limited use in urban hos-
pitals and HIV clinics in the United States.1,2,3

Here are some of their findings:
• Rapid HIV tests are provided infrequently in pri-
vate, nonprofit, urban community settings and
greater diffusion is needed.1

• There are low rates of rapid HIV testing even in
labor and delivery and emergency departments, and
although rates of rapid testing are increasing, they’re
still lower than ideal to meet federal recommenda-
tions.2

• HIV rapid tests are less likely to be used in the
Western region of the U.S., including in California,
says Laura M. Bogart, PhD, senior behavioral scien-
tist for the Rand Corp. of Santa Monica, CA.
• The biggest barrier to implementing HIV testing is
the translational barrier. Providers are unsure how to
implement policies on HIV testing, and they don’t
know how to change current testing protocols to a
rapid testing protocol, Bogart says.
• Translational barrier issues include maintaining
quality assurance practices, integrating counseling
protocols, learning testing protocols for resource-

limited settings, and working within administrative
and governmental constraints.3

• All medical settings, including ERs, cope with barri-
ers of insufficient time, consent and counseling
requirements, inadequate reimbursement, and com-
peting priorities.3

• The actual cost of the rapid test kit did not appear
to be a barrier; however the institutional cost of set-
ting up new protocols was seen as a barrier, Bogart
says.
• Organizations with more capacity and those with
their own on-site labs were more likely to offer rapid
tests, Bogart says.
• Organizations located in higher AIDS prevalence
areas were more likely to do rapid testing, she adds.
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Recent study shows gaps in
use of rapid HIV testing
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required pre-test counseling, investigators would
have to follow-up with the mouth swab and say,
“In order to do this properly, we have to do HIV
testing and ask you a few questions and get you
to sign a consent form,” Altice explains.

“We have had a handful of people who did
not want to stick around, and they flat-out said,
‘No, I won’t spend 20 minutes dealing with
paperwork,’” he says. “So we’d toss the swab.”

Impediments to treatment? 

What this showed investigators is that more
people could be tested if there weren’t pre-coun-
seling and consent document requirements.

“This is why we need to get rid of the impedi-
ments to rapid HIV testing because we have the
ability to test people, identify them as positive, and
get them into treatment more quickly,” Altice says.

Altice and co-investigators’ latest research,
which featured women in jail, also pinpointed
the ideal time for offering HIV testing to inmates.

“We ended up having the highest rate of
uptake 24 hours after they came in to the facili-
ty,” Altice says. “When women came into the
facility after being in a holding pen all day, they
were exhausted and said, ‘Leave me alone.’”

The rate of women who’d have the rapid HIV
test was 50% for that group.

When investigators waited a week before
checking with women in jail, they found that a
large number of them were gone and not avail-
able to be tested, but those who were there had a
high rate of acceptance of the test, Altice says.

So the optimal time period was to offer the test
at 24 hours after the woman was admitted to the
jail, he adds.

The study showed that 73% of women offered
the test at 24 hours were swabbed for the rapid
HIV test.1

“This gave women time to sleep and get rest,
so the day after they came into the jail seemed to
be the time when you had the highest uptake [of
HIV testing acceptance],” Altice says.

Another reason why HIV rapid testing is not
being used widely in jail settings is because of
concerns about tracking down inmates who are
HIV-positive for medical care and follow-up,
Altice notes.

“Say we do the rapid test and have its prelimi-
nary positive result, then what happens is the
next day when we want blood work drawn, the
person has been bonded out or went to court or
was released,” Altice explains.  “So we’re stuck

with this person who potentially is HIV positive,
and we never can give them the results of the
[Western blot] test.”

This means that someone, and ideally this
could be handled by a community HIV service
organization, needs to track down the people
who had preliminary positive tests, have them
confirm the results, and assist them with finding
medical care, he says.

With some of Altice’s research, people who
were found positive by the rapid HIV test
proved very difficult to find once they were
released from jail.

“It took us a year or so to get them hooked up
with a doctor,” Altice says. 

“So if you identify people as HIV positive,
there’s a benefit to society,” he adds. “But you
have to make sure there’s no cost to society with
the person continuing to infect other people.”

In Connecticut, there’s a program called CARE
that primarily helps people infected with HIV dis-
close their status to other people and suggests their
sexual partners be tested, as well, Altice says.

CARE also has helped link HIV-positive peo-
ple released from jail to medical care and testing
follow-up, he adds.
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Could health systems,
ASOs do rapid testing,
prevention in jails?

Research will show whether it’s feasible

The combination of rapid HIV testing and brief
prevention messages could be a model for

use in jails which house a high-risk population.
“We’re looking at jails as a new venue for HIV

testing,” says Curt G. Beckwith, MD, assistant
professor of medicine at the Alpert Medical
School of Brown University in Providence, RI.

“Correctional facilities are where there’s a high



through-put with so many people taken to jails
prior to sentencing,” Beckwith says. “They’re
incarcerated for short periods of time, and then
they’re sent back to the community.”

A small portion goes on to prison, but most
return to the same community where they previ-
ously had engaged in high-risk behavior, he adds.

“So it’s an opportune time while they’re in jail
to deliver HIV services,” Beckwith says. “Over
the last couple of years, a lot of large urban cen-
ters have expanded testing in jails.”

Beckwith and co-investigators decided to
study the standard HIV testing with minimal
counseling versus using a combination of the
rapid HIV test and a prevention intervention in
jail settings.

Those receiving the rapid HIV test also
received an intensive, individualized risk reduc-
tion counseling session, Beckwith says.

“We had two goals: the efficient diagnosis with
rapid testing and efficient linkage to care, and we
wanted to see if we can provide benefit to those
who are HIV negative by providing them with
risk reduction education and counseling,”
Beckwith says. “So when they’re back in the
community we could have some type of impact
on their HIV risk behavior.”

The pilot study enrolled 264 men who had
been incarcerated for less than 48 hours. There
were 132 in the standard arm and 132 in the
intervention arm.1

“So it wasn’t a big enough study to look at
incidence,” Beckwith says. “We had one new
diagnosis in the rapid HIV test arm and none in
the standard arm.”

Investigators gave the men a post-HIV test risk
assessment once they had returned to the com-
munity.

“They were given a monetary incentive for
completing the follow-up visit,” Beckwith says.
“We followed up with 60% of them.”

For this particular population and for a study
with difficult logistics, 60% in the follow-up was
a positive achievement, Beckwith adds.

The pilot study’s main purpose was to see if it
would be feasible to combine the rapid HIV test
with a strong prevention intervention, and to lay
the groundwork for future studies that would
look at the intervention’s efficacy, he notes.

“We’re looking at whether we can combine
testing services with some prevention activities
or interventions,” Beckwith says. “Historically,
jails have not been a site for either of those activi-
ties, but now jails are being looked at for HIV

testing, and that’s the most important thing.”

Different populations in jail, prison 

HIV testing in prisons has taken place for a
long time because prison populations are there
for long durations of time, unlike the very tran-
sient populations found in jail settings, he adds.

Funded through the Center for AIDS Research
(CFAR) with National Institutes of Health (NIH)
money, the pilot study will hopefully lead to a
bigger trial. The goal is to see if the combination
of HIV testing and prevention will be cost effec-
tive and feasibly implemented in correctional set-
tings, Beckwith explains.

If the model is successful, then it’s the sort of
intervention that could be funded through state
correctional funding, state department of health
funding, or grants from the Centers for Disease
Control and Prevention.

“We had minimal staff for this study — just
one person working inside the jail doing recruit-
ment, testing, and counseling, and one or two
other people trying to track them down and bring
them in for assessment,” Beckwith says. “Our goal
was to not create something that’s not feasible
because we want to try to find that balance where
it’s effective, yet cost-effective enough that in the
real world it could be implemented.”

Typically, the HIV tester/counselor would
recruit four to six inmates per week, selecting
men who had been incarcerated for 48 hours or
less. Then the counselor would have them com-
plete a baseline risk assessment that takes 10 to
15 minutes and includes demographics, medical
and personal history, and risk factors such as
substance abuse and sexual risk, he says.

When this was completed, the person would
be given the rapid HIV test via a mouth swab.

“While waiting for test results, the person
would be given a complete counseling interven-
tion that was based on the project RESPECT
intervention,” Beckwith says. “We used that as a
guide to review with people about their specific
risks for HIV and what steps we could take to
reduce those risks.”

The counselor would provide some insight
into their situation and education and then give
them the test results, which were almost entirely
negative for HIV in the pilot study.

“Once they were released, we’d follow-up,
have them complete another risk assessment, and
provide further counseling,” he says.

Rapid HIV testing makes sense for this popu-
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lation, Beckwith says.
“For jails and brief incarcerations, emergency

rooms, and substance abuse treatment centers,
the establishment of opt-out rapid HIV testing is
warranted,” he says. “More work needs to be
done on the implementation, and we’re not there
yet, but we’re moving in the right direction.”
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Obama’s early funding
changes suggest HIV 
epidemic is priority

AIDS advocacy group applauds move

One of President Barack Obama’s first actions
as president was to lift the ban on federal

funds for international groups that perform abor-
tions or provide information or counseling on
abortion.

This will also enable additional international
AIDS service organizations to provide HIV pre-
vention services using federal funding, expand-
ing options in fighting the global pandemic.

“We are thrilled that the global gag rule was
one of Obama’s first acts as president,” says
Ronald Johnson, deputy executive director of
AIDS Action in Washington, DC.

“We are confident that we will have a much
more responsive administration to the domestic
epidemic, as well as a responsible role for the
United States in the international epidemic,”
Johnson says. “Funding for family planning pro-
grams will be much easier, and family planning
programs will be eligible to receive U.S. funding
that they have not been eligible to receive for the
past eight years that the gag rule was reinstated
by Bush.”

Also, an additional $335 million for HIV, viral
hepatitis, sexually-transmitted diseases (STDs),
and tuberculosis (TB) funding was included in
the U.S. House of Representatives’ version of the
American Recovery and Reinvestment Act.

While language designating these funds to the
prevention effort might not make it into the final
bill, AIDS Action and other groups have been
monitoring the legislative process to make cer-
tain the HIV/AIDS epidemic is not forgotten,
Johnson says.

“We’re working to ensure that prevention
overall for HIV, STDs, viral hepatitis, and TB, is
included in the final action on the economic
recovery bill,” Johnson adds.

Another bill that AIDS advocacy groups sup-
port is the Community AIDS and Hepatitis
Prevention Act of 2009 (CAHP), introduced by
Rep. Jose Serrano (D-NY). The bill would end the
federal ban on syringe exchange funding, a ban
that has existed since the AIDS epidemic began.

It’s also possible for Obama to lift the ban by
not including it in the Fiscal Year 2010 budget
request, which was expected to be released by
March, 2009, Johnson notes.

“We are working to request the administration
not include the federal ban in the FY10 budget,”
Johnson adds. “And we’re working to secure
support in the House and Senate for removal of
the federal ban.”

HIV testing increases, but more is needed

Two years after the government implemented
routine HIV testing for all patients ages 13-64
without regard to risk, public health officials say
improvements have been made, yet still one in
five people infected with the AIDS virus is
unaware of his/her status.1

“With HIV, ignorance is not bliss; those who
are unaware of their infection cannot seek treat-
ment and are at least three times more likely to
transmit the virus,” says Veronica Miller, PhD,
director of the Washington, DC-based Forum for
Collaborative HIV Research. “Two years after the
Centers for Disease Control and Prevention [CDC]
recommended routine testing, initial successes
show its potentially powerful impact, but major
barriers keep it from being the national norm.”

The forum, an independent public-private
partnership designed to facilitate discussion on
emerging issues in HIV research, convened the
2008 National Summit on HIV Diagnosis,
Prevention, and Access to Care in Arlington, VA.
Summit partners included the HIV Medicine
Association in Arlington, VA; the CDC in Atlanta;
Office of AIDS Research in Bethesda, MD; Kaiser
Permanente in Oakland, CA; Human Resources
and Services Administration in Rockville, MD; and



the American Academy of HIV Medicine, National
Black Gay Men’s Advocacy Coalition, and
Veterans Affairs (VA), all based in Washington, DC.

Some 300 HIV researchers, health care
providers, and policy-makers gathered at the
summit to share new data on the advances and
barriers to early, routine HIV testing, which is
considered a key to slowing the U.S. epidemic,
which now encompasses more than 1.1 million
Americans living with HIV.1

Numerous examples of progress toward HIV
screening in health care settings have been noted
since the release of the CDC’s recommendations
in September, 2006, reports Bernard Branson,
MD, associate director for laboratory diagnostics
in the Divisions of HIV/AIDS Prevention in the
CDC’s National Center for HIV/AIDS, Viral
Hepatitis, STD, and TB Prevention.

The recommendations for routine screening
without regard to risk also have been adopted
by several professional organizations, including
the American College of Obstetricians and
Gynecologists (ACOG) in August 2008 and, most
recently, the American College of Physicians in
December 2008, he says.2,3

Many public health officials have taken steps
to expand HIV screening, says Branson.
Numerous localities and facilities have imple-
mented testing initiatives, such as citywide test-
ing initiatives in New York City and Washington,
DC, to routine testing in emergency departments
and health systems across the nation, he states.4

Several states have changed or are changing
laws to allow for routine testing, Branson notes.
Since 2006, 11 states have removed requirements
for separate written consent, states Branson. They
are: Arizona, California, Iowa, Illinois, Indiana,
Louisiana, Maine, Maryland, New Hampshire,
New Mexico, and North Carolina. (Editor’s note: 
To check your state’s requirements, visit the web site 
for the National HIV/AIDS Clinicians’ Consultation
Center, www.nccc.ucsf.edu. Under “Featured
Highlights,” click on “Updated Compendium of State
HIV Testing Laws.”)

A recent nationwide study of VA hospitals
showed that fewer than 10% of inpatients and
fewer than 5% of outpatients were tested during
the year ending Sept. 30, 2006. Look to see VA
testing numbers change: In October 2008,
Congress passed and President Bush signed into
law a repeal of an earlier prohibition of wide-
spread HIV testing programs and requirements
for separate written consent in the VA health sys-
tem, says Branson. The VA is working to revise

its internal guidelines, according to information
presented at the 2008 summit.5

Headway is being made on the reimbursement
front, reports Branson. An increasing number of
insurers provide reimbursement for HIV screen-
ing, and a recent California law requires that all
health insurers in that state must pay for HIV
screening, he states.

“While more work remains to be done, we are
encouraged by the progress that we have seen to
date,” states Branson.
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HIV/AIDS taking shocking
toll on black community
National Black HIV/AIDS Awareness 

The scourge of HIV/AIDS, which continues to
affect the African-American community dis-

proportionately, highlights the importance of a
comprehensive strategy to address the U.S. epi-
demic, federal public health officials recently
stressed.

African-Americans make up 12% of the U.S.
population but account for nearly half of all new
HIV infections and almost half of all Americans
living with HIV. In 2006, more new HIV infections
occurred among young black men who have sex
with men than in any other segment of the U.S.
population, the Centers for Disease Control and
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Prevention reports. That same year, black women
acquired new HIV infections at 15 times the rate of
white women. If African-Americans were a coun-
try, they would form the 35th most populous
nation in the world but would rank 16th in the
number of people living with the virus. The grim
statistics were released Feb. 7, 2009, National Black
HIV/AIDS Awareness and Information Day 

To win the battle against HIV, it is crucial that
African-Americans—and indeed, all Americans—
get tested for the virus during routine medical
care, the National Institute of Allergy and
Infectious Diseases (NIAID) urged. Of the esti-
mated 1.1 million Americans living with HIV,
one-fifth do not know they are infected, raising
the chances of further spreading the virus and
the likelihood of becoming very ill without treat-
ment. Increasingly, scientific evidence indicates
that beginning treatment for HIV as early as pos-
sible in the course of infection has advantages for
infected individuals, their partners and their
communities. NIAID also is conducting
HIV/AIDS research specifically designed to ben-
efit African-Americans. For example, NIAID is
launching a clinical study in seven U.S. cities to
explore multiple interventions for preventing
HIV infection among black men who have sex
with men.

“Studies such as these are designed to make the
scientific findings relevant to the patient popula-
tions who need them,” said Anthony Fauci, MD,
NIAID director. “We strongly encourage African-
Americans to join us in the fight against
HIV/AIDS by participating in clinical research.”  ■

Out of Africa: Testing and
treating all for eradication

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

Boehringer-Ingelheim and GSK.
Synopsis: Mathematical models were used to

explore the impact of universal voluntary HIV
testing with immediate vs. delayed antiretroviral
(ARV) therapy on HIV transmission. The find-
ings suggest that this strategy could accelerate
the transition of endemic HIV infection to an
elimination phase in which most patients are
receiving ARV in five years and reduce the
prevalence of HIV infection to < 1% of the popu-
lation within 50 years.

Source: Granich RM, et al. Universal voluntary
HIV testing with immediate antiretroviral therapy
as a strategy for elimination of HIV transmission: a
mathematical model. Lancet. 2009;373:48-57.

Mathematical models (a case reproduction
number/stochastic model and a long-term epi-
demic dynamics/deterministic transmission
model) were used to explore the effect of testing
for all people 15 or older for HIV and initiating
ARV therapy immediately after diagnosis. Data
from South Africa were used as a test case for a
generalized epidemic, and it was assumed that
all transmission was heterosexual. The studied
strategy, as modeled, resulted in producing an
epidemic elimination phase in which most HIV-
infected patients were receiving ARV therapy
within five years of initial infection. It could pos-
sibly reduce HIV incidence and mortality to < 1
case/ 100,000 people per year by 2016 (10 years)
and reduce the prevalence of HIV to < 1% within
50 years. In 2032, the yearly cost of this strategy
would be $1.7 billion; however, after that time,
the cost would decrease.

Commentary

Almost 10 million humans are infected with
HIV worldwide, with the majority of these
patients living in sub-Saharan Africa. At the end
of 2007, only 3 million patients were receiving
ARV therapy and 2.7 million became infected
with HIV in 2007 alone. Arguably, the present
haphazard and under-resourced approach to HIV
testing and treatment will never result in eradica-
tion, or even significant reduction in both HIV
incidence and prevalence. The current approach-
es to HIV prevention (abstinence, safe sex, use of
condoms, etc.) have been largely ineffective, by
themselves, in reducing the transmission of HIV
in Africa. It is known from studies showing the
effectiveness of ARVs in the prevention of verti-
cal transmission and the relatively flat prevalence
of HIV disease in North America and Western

ABSTRACT & COMMENTARY



Europe since the mid-late 1990s, that effective
ARV therapy can also significantly reduce sexual
transmission of HIV.

This important paper uses straight forward
mathematical modeling to demonstrate the theo-
retical effectiveness of widespread testing and
treatment as a strategy to reduce transmission of
HIV in the short term. With a steady commit-
ment of resources, the models demonstrate that
HIV could be almost eliminated within 50 years
in areas where HIV infection meets the criteria
for a generalized epidemic. Cost analysis shows
that while the initial costs of this strategy of uni-
versal voluntary testing and ARV treatment are
high, within a few years, as the numbers of HIV
cases and deaths decline, the costs of this
approach would be significantly less than contin-
uing the present approach, which shows no
promise of eliminating this scourge from the
Earth. Granich et al sagely conclude that this
approach merits further mathematical modeling,
research, and consultation; however, their data
are quietly compelling. I would argue from the
perspective of a physician and scientist who has
studied this disease and treated AIDS patients
since 1981 (and watched as HIV has become the
leading cause of death in Africa), that this
approach in the absence of an effective vaccine is
the only one with any chance of successfully
eradicating HIV.  ■

FDA approves 
generic stavudine

On Jan. 5, 2009, the Food and Drug
Administration (FDA) granted approval for

generic stavudine capsules, USP, 30 mg and 40
mg, manufactured by Matrix Laboratories,
Limited, Hyberdad, India. The application was
originally reviewed under expedited review pro-
visions for the President’s Emergency Plan for
AIDS Relief (PEPFAR) and granted tentative
approval in April, 2007.

This full approval means that this generic for-

mulation can be marketed in the US, as well as
available for purchase by PEPFAR, because the
patent protection has expired. Effective patent
dates for approved drugs can be found in the
agency’s publication titled Approved Drug
Products with Therapeutic Equivalence
Evaluations, also known as the “Orange Book.” 

This is a generic formulation of Zerit brand
capsules, 30 mg and 40 mg, made by Bristol
Myers Squibb.

Stavudine is a Nucleoside Reverse
Transcriptase Inhibitors (NRTI) indicated for
used in combination with other antiretroviral
agents in the treatment of HIV infection.  ■

Efavirenz 100 mg scored
tablets approved for 
pediatric treatment

On Dec. 12, 2008, the FDA granted tentative
approval for efavirenz 100 mg scored tablets,

indicated in combination with other antiretrovi-
rals for the treatment of HIV-1 infection, facilitat-
ing pediatric treatment. The product is manufac-
tured by Aurobindo Pharma Limited, Hyberdad,
India. 

Efavirenz is an antiviral agent in the Non-
nucleoside Reverse Transcriptase Inhibitor
(NNRTI) class. 

Tentative approval does make the product eli-
gible for purchase outside the United States
under the President’s Emergency Plan for AIDS
Relief (PEPFAR).

The application was reviewed under expedited
review provisions developed by FDA for the
PEPFAR program.

This tentative approval is a generic version of
Sustiva, which is a product of Bristol Myers-
Squibb, and is subject to existing patent protection.
Effective patent dates can be found in the agency’s
publication titled Approved Drug Products with
Therapeutic Equivalence Evaluations, also known
as the “Orange Book.” 

As with all generic applications, the FDA con-
ducts an on-site inspection of each manufactur-
ing facility, and of the facilities performing the
bioequivalence studies, to evaluate the ability of
the manufacturer to produce a quality product
and to assess the quality of the bioequivalence
data supporting the application prior to granting
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approval or tentative approval to these 
applications.

A list of all Approved and Tentatively
Approved Antiretrovirals in Association with the
President’s Emergency Plan is available on the
FDA website.  ■

CDC preparing fact sheet 
on ART, risk of transmission
Assessing the science as clinical trials continue

The Centers for Disease Control and Prevention
is planning to issue a fact sheet on what is cur-

rently known about Antiretroviral Therapy (ART)
and sexual transmission in the first quarter of this
year, the agency announced. The CDC will also
submit a scientific statement for publication in a
peer-reviewed scientific journal. In the interim,
CDC has reiterated its recommendation that peo-
ple living with HIV who are sexually active use
condoms consistently and correctly with all sex
partners. 

Observational studies to date have shown that
ART is associated with a decreased risk of trans-
mission to sex partners. A clinical trial to directly
address this question is ongoing. The CDC spon-
sored a meeting in Atlanta on October 23-24, 2008,
entitled, “CDC Expert Consultation on the Effect of
ART on Risk of Sexual Transmission of HIV
Infection and Superinfection.” Approximately 50
HIV experts attended including laboratory scien-
tists, clinicians, social and behavioral scientists,
and public health personnel from CDC and other
federal agencies, state and local health depart-
ments, universities, advocacy groups, and interna-
tional organizations. Participants reviewed avail-
able data and discussed implications for treatment
and prevention programs and for future research.

“The consultation highlighted the contribution
of ART to prevention of HIV transmission, and
the potential to increase the prevention benefit by
expanding HIV testing, ensuring linkage to and

■ HIV clinics forced to
waste resources on
bureaucracy

■ Financially-strapped
HIV clinics need more
funding

■ Black HIV patients
in hospitals have more
OIs, study shows

■ Assess risk of HIV
patient developing 
anal cancer

■ New pattern found
with HIV and Kaposi’s
Sarcoma

COMING IN FUTURE MONTHS

7. A recent study found that although rapid HIV
tests are recommended for a variety of health
care settings, they are underutilized. For
example, 52% of hospitals were using the
rapid HIV test, but what percentage of the
hospitals were using it in the emergency
room, which studies show is an ideal setting
for the rapid HIV test?
A. 47%
B. 38%
C. 21%
D. 13%

8. Recent studies about using rapid HIV tests in
hospital and community settings have found
which the following?
A. Rapid HIV tests are provided infrequently
in private, nonprofit, urban community set-
tings and greater diffusion is needed
B. HIV rapid tests are less likely to be used in
the Western region of the U.S., including in
California
C. The biggest barrier to implementing HIV
testing is the translational barrier
D. All of the above

9. A recent study of using the rapid HIV test in
jails found that the best time to offer the test
to inmates was which of the following:
A. When the person first came to the jail
B. At 24 hours after being admitted to jail
C. At 7 days after being admitted to jail
D. None of the above

Answers: 7. D; 8. D; 9. B.

CE/CMEquestions
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availability of treatment services, and, possibly,
making treatment available to infected individu-
als with CD4 counts >350/mm3,” the CDC
reported. “However, additional laboratory, clini-
cal, epidemiologic, mathematical modeling, and
behavioral research, along with health care
financing and policy discussions, are needed to
inform specific guidance on these issues.”

The presentations and discussions indicated
that there is evidence that the infectiousness of
HIV-infected persons is related to their blood
viral load, which is correlated with genital viral
shedding. ART can be expected to reduce HIV
concentrations in the blood and seminal plasma,
female genital tract secretions, and rectal secre-
tions. While some studies have shown successful
long-term suppression of genital HIV shedding
with ART, in other studies episodes of genital
HIV shedding have been observed despite ongo-
ing ART. There is also significant variation in the
penetration of antiretroviral drugs from the
blood into the genital tract.  ■

CE/CME objectives

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

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