
HIV prevention efforts
reach a crossroad as signs
point to rising infections
Meanwhile, politics is deciding prevention strategy

Nearly halfway through the five-year HIV
prevention plan unveiled by the Bush
administration in early 2001, all signs point

to discouraging news about HIV infection rates and
funding and prevention policies, AIDS activists and
other critics say.

In the spring of 2001, officials with the Centers for
Disease Control and Prevention (CDC) announced
that by 2002, the nation’s incidence of new HIV
infections would be reduced by 6% and by 2005, the
incidence would be reduced by 50% to 20,000 new
infections per year.

More than two years later, there is no evidence
that new HIV infections are declining, and most
signs suggest that incidence rates are on the rise.
While the CDC still doesn’t have data from all 50
states about new infection rates, the information that
is available does not look promising. Twenty-five
states, representing about one-quarter of U.S. AIDS
cases, have been reporting new HIV diagnoses for
several years. They show an 8% increase in these
diagnoses between 1999 and 2001, says Ronald 
O. Valdiserri, MD, MPH, deputy director of the
National Center for HIV, STD, and TB Prevention 
at the CDC. (See Q&A with Valdiserri about HIV
prevention efforts, p. 75.)

Broken down, the data show that new diagnoses
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among injection drug users have decreased,
while new diagnoses among men who have sex
with men (MSM) have increased by 14% during
that period. Among heterosexuals exposed to
HIV through sex, the increase between 1999 and
2001 was 10%. Further evidence that HIV rates
could be increasing is the data showing how pri-
mary and secondary syphilis rates have increased
recently among MSM.

Also, pessimistic news comes from Linda
Valleroy, PhD, CDC researcher, and her col-
leagues who performed de-tuned HIV assays 
on sera from representative samples of MSM
recruited from six U.S. cities between 1998 and
2000, Valdiserri told HIV clinicians at the 10th
Conference on Retroviruses and Opportunistic
Infections, held Feb. 10-14, 2003, in Boston.

Valleroy’s research found that overall HIV
prevalence and incidence were high, but among
African-American MSM, these were extraordinar-
ily high, Valdiserri said. “Nearly one in every three
young African-American MSM in their sample was
infected with HIV, and these researchers found an
annual incidence rate of nearly 15%.”

In light of the data suggesting that HIV inci-
dence has not declined and possibly is rising, the
CDC is asking clinicians to renew their efforts at
HIV prevention and educate both HIV-infected
individuals and at-risk people through proven
HIV risk reduction interventions that target MSM
and other at-risk groups. Valdiserri told HIV clini-
cians that, according to research, the most effective
interventions promote interpersonal prevention
skills and seek to change sexual and drug-use at-
risk behavior, including increasing condom use.
None of the studies reviewed or cited by Valdiserri
involved abstinence-only interventions.

Yet abstinence-only programs targeting both
youth and adults are precisely the approach that
the Bush administration is advocating, and the
administration’s agenda is philosophically on the
same page as social conservatives who want sex
education and prevention programs to discour-
age condom use, say AIDS and public health
advocates.

“Social conservatives wanted to insert language
into a House bill that would make abstinence a pri-
ority in HIV/AIDS prevention,” says Heather
Boonstra, MA, senior public policy associate for
the Alan Guttmacher Institute (AGI) of Washing-
ton, DC. AGI is a pro-choice organization that pro-
motes sexual and reproductive health and rights.
House Democrats were able to defeat that amend-
ment, Boonstra says.

“We’re going from prevention funding based on
behavioral and science research to funding based
on values,” says Ana Oliveira, executive director
of the Gay Men’s Health Crisis (GMHC) in New
York City. “Behavioral and science research say
that one size doesn’t fit all. Abstinence may be a
viable option for many people in different times in
their lives, but to promote abstinence as a desir-
able behavior and the only one to behave for many
people is not appealing, and it’s not a choice for
some people.”

Catch 22

Also, abstinence-only prevention programs
aimed at adults send the message that everyone
should be married before having sex, and this
completely ignores the lives of gay and bisexual
individuals, she adds.

Just the suggestion that the current administra-
tion favors abstinence-only HIV education above
all other forms already has had a chilling effect
on HIV prevention programs, Oliveira notes. “We
work with colleagues in the field, and now peo-
ple have an enormous fear about producing edu-
cational materials that speak about sex. Here’s an
area where it’s having a ripple effect that’s very
bad.”

Meanwhile, funding for HIV prevention remains
flat in the president’s budget proposal at the same
time that the administration proposes adding mil-
lions of dollars to the budgets for abstinence-only
education programs.

“We’re concerned that domestic programs are
being cut for HIV prevention, especially in a time
when we have seen rising infections, rising sexu-
ally transmitted disease (STD) rates,” says Scott
Brawley, director of public policy at AIDS Action
in Washington, DC.

While the proposed Bush budget shows a 
net decrease of more than $850,000 for domestic
HIV programs, the administration has proposed
increased funding for abstinence-only programs
for both youth and adults.

Last year, the government provided more than
$100 million for abstinence-until-marriage pro-
grams, and another $50 million of CDC funding
for HIV/STD prevention that also could be used
for abstinence programs. Some of the abstinence
funding is a matching fund program in which
states can receive $4 of the federal funding grants
for every $3 of state funds. Other abstinence-only
funds are not matching grants and are distributed
directly to individual organizations and programs.
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Bush proposes to increase this funding by 30%
despite the fact that there is no evidence the pro-
grams work, critics charge.

“To date there has been no federal evaluation
of these programs,” says Cynthia Dailard, JD, an
AGI senior public policy associate. (For a nut-
shell look at abstinence-only history, see p. 74.)

Abstinence-only program funding still is a rel-
atively small part of the federal budget, but the
actual amount is deceptive because studies have
shown that this type of funding results in a
“crowding out” of other sex education and pre-
vention programs, says Rebecca Schleifer, JD,
MPH, a researcher with Human Rights Watch of
New York City. Schleifer authored a 2002 report,
called Ignorance Only: HIV/AIDS, Human Rights
and Federally Funded Abstinence-Only Programs in
the United States; Texas: A Case Study, about the
impact of abstinence-only funding in Texas.

States that opt to receive the matching funds
for abstinence-only programs have essentially
agreed to earmark scarce state funds to educa-
tional programs that are not permitted to say
anything positive about condoms or safe sex. The
rationalization is that studies have shown that
condoms are not 100% effective for 100% of sexu-
ally transmitted diseases (STDs). (See article
about condom politics, p. 73.)

This means that there will be less state money
available for comprehensive sex education and
HIV prevention programs that talk about absti-
nence and condoms, Schleifer and other critics say.

“In states that have heavily pushed abstinence-
only programs, it has greatly influenced what
they do with CDC funds,” Schleifer says.

When a state, such as Texas, which has one of
the highest rates of teenage pregnancy nationally,
fully embraces federally subsidized abstinence-
only education, there is a crowding effect in
which other types of HIV, STD, and pregnancy-
prevention information is lost, she adds. “One
HIV educator told me she was going to use the
CDC grant for HIV prevention to teach refusal
skills. She doesn’t teach about condoms as part 
of HIV prevention because she has been told by
school nurses that school administrators in her
area won’t allow her to do so and because of
community concerns that people should remain
abstinent until marriage to prevent pregnancy
and disease.”

While abstinence-only programs, even when
there are no studies showing that they succeed at
their goals, may be seen by many as a benign
way to educate youth, there is evidence that the

Bush administration wants to change HIV pre-
vention policy for adults to include abstinence-
only education, Schleifer says.

“Bush stressed that abstinence-only is an 
integral part of HIV prevention policy, and he
appointed [obstetrician and former congressman]
Tom Coburn, a staunch advocate of abstinence-
only programs, to the HIV board,” she says.

Coburn is the co-chair of the Presidential Advi-
sory Council on HIV/AIDS (PACHA), which is
directed by Patricia Funderburk-Ware, a former
actress who has lobbied against HIV prevention
and education efforts that include information
about safer sex.

“There is a wealth of evidence that giving kids
more complete education about preventing HIV
through condoms and comprehensive programs
can be effective in reducing HIV risk behavior,
and there are no reliable data that abstinence-
only programs prevent HIV,” Schleifer says.

Teaching both

Research clearly demonstrates that young peo-
ple will change their behavior and have less
unprotected sex if they are educated about both
abstinence and condoms, says Douglas Kirby,
PhD, senior research scientist for ETR of Scotts
Valley, CA. “Some education programs empha-
size abstinence and also talk about condoms, and
these actually delay the onset and frequency of
sex,” he says. “So it’s clear that it works.”

Alternatively, the impact of abstinence-only
education easily can be seen in the field, Schleifer
says. “I asked kids in Texas who have been in
abstinence-only prevention programs how they
could prevent HIV infection, and they said that
other than abstinence they didn’t know how,” she
adds.

Another very real harm of the abstinence-only
education is when states use the money for media
campaigns that provide distorted information
about condoms, Schleifer notes. 

It would be impossible given existing data to
determine the public health impact of abstinence-
only programs. But in Texas, where new HIV case
information has been collected since 1999, there
has been a recent increase in reported HIV cases.

“In 2002, there were 4,731 reported cases of
HIV, an increase over 2001 where we had 3,940
cases, and that’s a statewide total of HIV cases
that have not progressed to AIDS,” says Sharon
Melville, MD, HIV/STD epidemiology division
director at the Texas Department of Health in the
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Bureau of HIV and STD Prevention in Austin.
The state’s 20% increase in reported HIV cases

between 2001 and 2002 could be due to an actual
increase in HIV cases or a statistical increase due
to changes in reporting criteria, she says. “As we
get further away from the year 2000, we’ll be able
to interpret trends better.”  n

Abstinence-only agenda
replaces condom message
Conservative message travels around world

Twenty years into the HIV epidemic, behav-
ioral scientists appear to have a pretty good

idea of what type of education works in prevent-
ing the spread of HIV, particularly among high-
risk populations. 

While sexual prevention strategies are varied,
sometimes complex, and often use language and
visual aides that appeal to one particular type of
audience, they could be summed up in one word:
condoms.

So it is baffling to some public health officials
and others why there has been a backlash against
the use of condoms and, by extension, groups
that promote comprehensive sexual education for
youth.

“I’m a Catholic-educated person, but this is
just obscene,” says William Smith, director of
public policy for Sexuality Info and Counseling
in U.S. of Washington, DC. “The abstinence only
until marriage education in this country is an ide-
ologically and morally driven agenda, and it’s
only under this [Bush] administration that it’s
been forced on the public health infrastructure,”
he says.

Last fall, 12 members of the U.S. House of
Representatives wrote to Tommy G. Thompson,
secretary of the U.S. Department of Health and
Human Services (DHHS), to express concern
about a trend in which scientific information that
doesn’t fit the Bush administration’s political
agenda is being suppressed. They cited an exam-
ple of how the Centers for Disease Control and
Prevention (CDC) removed from its web site a fact
sheet titled Condoms and Their Use in Preventing
HIV Infection and Other STDs.

The same congressmen and women wrote a
second letter to Thompson on Dec. 18, 2002, say-
ing that they were extremely concerned that the

CDC had replaced that condom fact sheet with a
new one that omits information on how to use
condoms effectively, and the new fact sheet has
deleted the description of the different types of
condoms.

For example, the original condom fact sheet
explained that lambskin and novelty condoms
should not be used for HIV prevention and that
for people allergic to latex there are synthetic
alternatives. The new fact sheet says nothing
about different types of condoms. 

“Finally, the original fact sheet discussed the
numerous studies that have shown that HIV
education and sex education that included infor-
mation about condoms ‘either had no effect
upon the initiation of intercourse or resulted in
delayed onset of intercourse,’” wrote the 12
members of Congress. “This information has
been completely expunged from the revised fact
sheet,” the letter stated. “In fact, according to
recent press accounts, the administration is now
taking the exact opposite position at an interna-
tional conference on population, arguing that
despite scientific studies to the contrary, provid-
ing education about condom use will increase
teenage sex.”

The major change in the new guidelines about
condoms is that the messages about condom
effectiveness are more directly tied in to specific
STDs, says Ronald O. Valdiserri, MD, MPH,
deputy director of the National Center for HIV,
STD, and TB Prevention of the CDC. “The scien-
tific information on how well condoms work to
prevent HIV infection is very sound, very solid,”
he says. “There’s very good information around
the world showing that when condoms are used
effectively and consistently, they can substan-
tially be used to prevent STDs.”

The new guidelines are more discerning and do
not make global statements about condoms and all
STDs, Valdiserri says. “We try to point out where
we have information that condoms have proven to
be very effective with, for instance, HIV and gonor-
rhea.” But condoms don’t have the same degree of
effectiveness, according to research, in preventing
the transmission of human papilloma virus (HPV),
he says.

The revised condom fact sheet is only one exam-
ple of how politics are changing the view of con-
doms from HIV lifeboat to Titanic, critics charge.

In Texas, where abstinence-only sexual educa-
tion has become the standard for school-age
youth, there are programs that tell teen-agers
that condoms are ineffective in preventing HIV
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transmission, according to a Human Rights
Watch report.1

“Teachers and administrators in one Texas
school district with an abstinence-only program
told Human Rights Watch that they ‘don’t dis-
cuss condom use, except to say that condoms
don’t work,’ and described an activity to teach
students about condoms’ ineffectiveness,” writes
Rebecca Schleifer, JD, MPH, a researcher with
the HIV/AIDS and human rights program at
Human Rights Watch of New York City, who
authored the report. “When I was in Texas, there
was a TV ad that told parents not to tell kids lies
about condoms and safe sex,” Schleifer says.
“One woman I know and her daughter heard this
ad, and the daughter said, ‘Mom, why did you

tell us that condoms are safe when they’re not?’”
In Texas, a “Truth for Youth” advertising cam-

paign teaches adolescents that condoms don’t
work, Schleifer notes.

According to the Human Rights Watch report,
one such commercial says, “If you are a parent,
you could be telling life-threatening lies to your
children without even knowing it. That’s because
for years you’ve heard about ‘safe sex.’ The truth
is that condoms will not protect people from
many sexually transmitted diseases. Don’t you
think that your son or daughter has a right to
know the truth? . . .”1

“These are programs that are promoting a very
strong political and ideological agenda that is
pushed by religious fundamentalists in the
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Abstinence-only roots 
date back to 1996
Funding and programs on rise

Abstinence-only education was a by-product of
the nation’s sweeping welfare reform law in the

mid-1990s, but since its advent the movement has
spread and become more controversial, public
health advocates say.

The Work Opportunity Reconciliation Act of
1996 included $50 million in federal funding for
abstinence-only education that requires all pro-
grams using the funds to follow some specific
teaching points, says Cynthia Dailard , JD, senior
public policy associate with the Alan Guttmacher
Institute in Washington, DC.

The program’s main points included the following:
• Sex outside of marriage should be censored for

people of all ages.
• Sex outside of marriage has harmful psychologi-

cal and physical effects.
• Abstinence-only education must exclusively teach

the benefits of abstinence and cannot talk about
contraception except to discuss how it doesn’t
work, Dailard states.
“In the late 1990s, some conservative members

of Congress were dissatisfied with the existing absti-
nence programs and thought the purity of absti-
nence-only education effort had been diluted by
more liberal governors, who accepted the federal
funding and allocated it for less controversial pro-
jects,” she explains.

For example, some governors were using the
money to conduct media campaigns or to target
younger children, Dailard says.

“So the conservative members said, ‘We need to
get back to the original intent of the program and

create a third program that provides grants — not to
states — but directly to community-based organiza-
tions, including faith-based organizations that target
12-to-18-year-olds,’” she says.

“The program is more restrictive than its prede-
cessors in that programs that accept the federal
grants can’t use their own money to talk about con-
traception,” Dailard adds.

This third evolution of abstinence-only education,
called the Special Projects of Regional and National
Significance (SPRANS), was funded at $55 million
initially and now President Bush wants to increase it
to $135 million, she points out.

Despite the president’s interest in expanding
these programs, there is no evidence that they work
in preventing HIV or teen pregnancy, Dailard says.

There is a study under way that will look at absti-
nence-only education, says William Smith, director
of public policy for Sexuality Info and Counseling in
U.S. of Washington, DC. However the study has
some limitations, Smith says. “First of all, the big pic-
ture is that the programs participating in this evalua-
tion are doing so voluntarily,” he explains. “The
federal government says ‘You can take money, but
you don’t have to evaluate, and if you don’t want to
tell us whether it works — that’s fine.’”

As a result of this approach, many of the pro-
grams have dropped out of the study, and so out of
hundreds of programs nationwide, there are only
five that will be assessed for impact, Smith says.

An interim report is expected to be released in
June, but even if it finds no positive influence com-
ing from the few programs being studied, it won’t
make a dent in the current public policy that pro-
motes abstinence-only education, he says.

“Abstinence-only supporters don’t want to evalu-
ate these programs because it doesn’t matter if they
work or don’t work because they think it’s the right
thing,” Smith adds. n



United States,” Schleifer says.
The anti-condom agenda already has made its

way into international relations and global AIDS
funding, says Heather Boonstra, MA, senior public
policy associate of the Alan Guttmacher Institute of
Washington, DC. For instance, DHHS administra-
tors traveled to Uganda to study the nation’s HIV
prevention model, which essentially promotes
three messages: abstinence, be faithful, and use
condoms, she says.

“Now there are hearings on the House side
that infer that abstinence is the reason that
Uganda is successful,” Boonstra adds. “We’ve
found that all three approaches have influenced
infection rates, but abstinence less than increased
monogamy and condom use.”

U.S. funds for AIDS work has traditionally
gone to some faith-based organizations, but there
has been a new emphasis on funding faith-based
initiatives since Bush took office, Boonstra says.

“The Bush administration can make inroads
into conservative areas easier on the international
front than domestically,” Boonstra says.

Exporting the anti-condom message could be
especially harmful to less affluent countries
where there remain few alternative prevention
measures and more obstacles to antiretroviral
treatment, AIDS advocates say.

“That the House of Representatives is trying to
export this [anti-condom] stuff flies in the face of
public health and science,” Smith says.

A national survey of superintendents and
teachers shows that abstinence-only education
has increased dramatically in the past five years,
while condom discussion has declined, says
David Landry, MS, senior research associate of
the Alan Guttmacher Institute.

In 1998, when the survey was first conducted
among teachers who teach sex education to grades
7-12, researchers found that 2% of teachers pre-
sented abstinence as the only option to avoid preg-
nancy and STDs, he says. “When we conducted the
latest survey, a full 23% of teachers presented absti-
nence that way. By contrast, there was a pulling
back of teaching some types of content, such as 
the use of condoms as a form of HIV prevention,
which declined from 89% in 1998 to 78% in 1999.”

Reference

1. Schleifer R. Ignorance only: HIV/AIDS, human rights
and federally funded abstinence-only programs in the United
States; Texas: A case study. Human Rights Watch Publications
2002:14(5-G):1-49.  n

CDC deputy chief says
trend ‘very worrisome’
U.S. far from goal to cut new infections by half

[Ronald O. Valdiserri, MD, MPH, deputy direc-
tor of the National Center for HIV, STD, and TB
Prevention for the Centers for Disease Control and
Prevention (CDC), answers AIDS Alert’s questions
about how well prevention interventions have been
working in the United States and whether the nation
is on its way to meet the Bush administration’s goals,
announced in 2001, of cutting new HIV infections 
in the United States by 50% from 40,000 to 20,000 
in 2005. Valdiserri also discusses his speech at the
10th Conference on Retroviruses and Opportunistic
Infections, held Feb. 10-14, 2003, in Boston, and
addresses the use of abstinence-only prevention pro-
grams in this question-and-answer interview.]

AIDS Alert: Why are you and the CDC now
targeting clinicians for improving prevention
efforts?

Valdiserri: First, the CDC’s reliance on the clin-
ical community is not new either in HIV or STD
(sexually transmitted disease) efforts. We’ve
always recognized that clinicians outside of our
own government-funded public clinics have a
really important role to play in diagnosis, treat-
ment, and prevention of HIV, so it’s not new.

I think we’re definitely seeing a greater empha-
sis on it, and that’s a result of first and foremost the
changes that we’re witnessing in the HIV/AIDS
epidemic. We’re talking about people in our coun-
try who, because they can afford the improved
treatment, are living longer. Also, the majority of
these people are sexually active. The good news is
that based on information that we’ve collected that
condom use with negative partners is fairly high,
ranging from 78% to 96%. It is somewhat lower
with partners who have an unknown HIV status. 

The point I’m trying to make is that because peo-
ple are living longer as a result of improved treat-
ments, we now have the largest number to date of
HIV-infected people in the United States, and we
have further opportunities for transmission. So it
becomes very important for clinicians to provide
some basic level of prevention. We’re not talking
about spending hours counseling individuals. We
understand that physicians are very busy and
don’t have a lot of free time — but very, very basic
and appropriate primary care messages: asking

June 2003 / AIDS ALERT ® 75



folks about their sexual health if they’re dealing
with someone who is not in a stable, monogamous
relationship; reminding individuals of the impor-
tance of reducing risk, and preventing transmission
to other partners.

AIDS Alert: In the 25 states that record new
HIV incidences, why are we seeing an increase in
infections between 1999 and 2001?

Valdiserri: Those are not new HIV incidences;
they are keeping track of HIV diagnoses. We just
know these are HIV diagnoses, and we don’t
know how long the person has had that infection.

From 1999 to 2001, there’s an 8% increase in the
number of HIV diagnoses, and prior to that time
for the past couple of years, the diagnoses were
decreasing. So it is important to point out that
these are not incidence data. Also, we’re talking
about 25 states here — we’re not talking about
every state in the union. And we are missing
some of the states with bigger HIV epidemics,
such as New York and California. So it’s impor-
tant to put out those caveats. However, even hav-
ing said that, we are concerned that between 1994
and 1999, we saw steady decreases in HIV diag-
noses, and now in 2001, we’re seeing a change in
direction. 

It’s too soon to tell whether this represents a
long-term trend. But when we look at it in light 
of some of the other epidemiological information
we have, for instance, outbreaks of STDs, includ-
ing syphilis among gay and bisexual men across
the United States, reports across the United States
of increases in unsafe sexual behaviors, and also
being aware of the fact that other countries in the
industrialized world are reporting increases in
unsafe sexual behavior and STD outbreaks, it’s
very worrisome.

So we can’t say definitively that this means
that HIV infections are increasing for all of the
reasons that I stated, but certainly we’re con-
cerned about it. And that brings me back to the
point that we’re putting a greater emphasis on
working with folks who are already infected 
with HIV to make sure we don’t fall short on
their ongoing prevention needs.

I think as a nation, we’ve done a pretty good
job of providing care for people who have HIV
infection, and I think what we need to do is
enhance the prevention services that provide to
those individuals so we interrupt transmission.

AIDS Alert: In your talk at the retroviruses
conference, you cited a number of studies that
showed some positive effects of prevention 
programs.

Valdiserri: The point I was trying to make to
this audience, which was primarily an audience
of clinicians who provide care to people who are
living with HIV and basic scientists, is I wanted
to make sure they were well aware that there is a
very strong and sound scientific basis for behav-
ioral interventions that can reduce the risk of
transmission. First of all, make the case that in
two-plus decades of working to reduce HIV
infection, we do have some irrefutable and ran-
domized-control strong evidence that shows that
if behavioral interventions are put together the
right way and delivered at an appropriate level
then they can reduce risk behavior. So I was try-
ing to make that point about why it’s important
to understand that people can change their
behaviors, and we can work with individuals
who are effective with HIV and encourage them
to continue to maintain safe behavior so they
don’t spread the infection. It’s the same way we
work with people who are at high risk for infec-
tion, trying to get them to understand what they
can do to prevent the infection, and if that’s not
possible, then to work with them to reduce their
risk of acquiring infection.

AIDS Alert: Among the studies that you have
personally reviewed, have there been any studies
that have shown that a program that only pro-
motes abstinence from sex to an HIV-infected or
at-risk audience has any effectiveness?

Valdiserri: You probably know that’s a topic 
of very intense discussion. I did not personally
review the scientific literature on abstinence, and
I think we’re all very anxious to learn the out-
comes of a number of federally funded evalua-
tions taking place that are going to be looking at
the outcomes of abstinence approaches.

Let me say that based on what I know about
the scientific literature on abstinence in that area
and also consistent with CDC policies that we do
embrace delay of sexual intercourse as an impor-
tant intervention to reduce HIV infection. 

It’s not the only intervention we embrace,
however, but we do recognize — particularly for
young people — that delaying sexual intercourse
has a number of benefits, not just in terms of pre -
venting HIV and STDs, but also obviously in
terms of unplanned pregnancy and emotional
health issues. So the agency clearly is on record
that abstinence and interventions that delay sex-
ual intercourse should be part of a comprehen-
sive approach to ending the spread of HIV. Also,
for sexually active people and for people for
whom that message is not going to work, then we
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have to come up with other approaches and other
options.

AIDS Alert: How are we doing with regard 
to the Bush administration’s and the CDC’s five-
year prevention goals that were released in 2001?

Valdiserri: Those goals were developed by the
CDC in collaboration with a number of different
partners from all different segments, including
the academic community, the provider commu-
nity, nongovernmental organizations, research
scientists, etc. It was part of a five-year strategic
plan that looked very carefully at the issue of
how we can decrease the number of infections
we’re having in the United States.

We’ve been at a seeming plateau for the past
several years that we estimate about 40,000 new
infections every year. Some of the trends that
we’re seeing, including trends in HIV diagnoses
and STD outbreaks, give us pause, give us reason
for concern, but based on the best available infor-
mation we have, we think it’s been relatively sta-
ble, and that’s not good enough.

The whole purpose behind this five-year
strategic plan was to try to get as many players as
we could with good insight into all of the various
dimensions of HIV prevention, ranging from the
scientist to the care provider, and to think how
we could reduce the number of new infections.

Yes, we did set a very ambitious goal, and we
said if we were able and given adequate resources
we thought it was possible to reduce new infec-
tions by half. Have we met that goal? Here’s what
I can tell you: One of the important outcomes of
that activity has been a much stronger support 
for the development of a surveillance system that
could more accurately estimate the number of new
infections occurring in the United States. And we
had funded a year ago, or more than a year ago a
number of health department demonstration sites
to use the de-tuned assay, the test that enables us
to distinguish a recent HIV infection from remote
HIV infection and use that to give us a much bet-
ter measure of incidence. We have those pilot stud-
ies under way, and we’ve expanded the number of
sites that are conducting that work. We expect to
have some preliminary data on a much better esti-
mate by 2004. That’s a direct outcome of this push
to get the number of infections down.

We have a stronger emphasis on prevention for
positives and a stronger emphasis on testing for the
estimated 180,000 to 280,000 people in the United
States who are infected with HIV and don’t know
it. We have definitely made a stronger push in that
direction. 

We work with the Infectious Disease Society 
of America and federal agencies, including the
National Institutes of Health and the U.S. Health
Resources and Services Administration to develop
guidelines that can be used in practice care set-
tings to deliver prevention messages. Definitely,
we’ve had a lot of positive movement. Have we
reached the 20,000 goal? Probably not, but we are
continuing to make progress in the right direction,
and it’s an important goal to work toward. There
definitely have been substantial advances that 
we can point to in surveillance and that will ulti-
mately result in fewer infections, so we’ll need to
keep striving to achieve that.

AIDS Alert: What can clinicians do in their
practices to improve HIV prevention efforts?

Valdiserri: I think two things: If we’re talking
about clinicians in a general practice who are not
just seeing HIV-infected individuals, I would say
that we really do think that it’s important for 
people to learn their serostatus and to make HIV
testing more of a routine part of medical care for
adult patients. For clinicians who are serving HIV-
infected individuals, I think we need to remind
them that prevention needs to be part of the pri-
mary care agenda. Again, we’re not talking so
much about an HIV-infected person who is mar-
ried or who has a single sexual partner who is
monogamous, as those individuals who are HIV
infected and have multiple sexual partners. And
we do want to make sure the physician gets the
point across that this still is a very serious infec-
tion and folks need to take steps to make certain
they don’t spread it to others. That’s a very impor-
tant message that care providers can give in a
nonjudgmental way.  n

Nutrition management 
essential for HIV infection

Aspecial supplement to Clinical Infectious
Diseases (CID), a journal of the Infectious

Diseases Society of America (IDSA), contains a
special report on current issues related to nutri -
tion management and HIV infection.
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The supplement is a collaborative work of
more than 50 authorities representing a wide
range of expertise in conjunction with five federal
agencies: the Health Resources and Services
Administration, the FDA, the Centers for Disease
Control and Prevention, the National Institutes of
Health, and the Department of Veterans Affairs.

Nutrition is an important, but often over-
looked aspect of HIV disease management.
John Bartlett, of the Johns Hopkins University
School of Medicine, states in the supplement’s
introduction: “Modern management of HIV
infection now requires substantial expertise in
dealing with nutritional issues and access to
this expertise, despite the fact that there have
been virtually no guidelines that specifically
target the nutritional care of the HIV-infected
population. This report on the nutrition man-
agement and concerns of HIV infection is conse-
quently most welcome as timely, authoritative,
and greatly needed.”

Integrating Nutrition Therapy into Medical
Management of Human Immunodeficiency Virus 
is available to IDSA members at www.journals.
uchicago.edu/cgi-bin/contents?CID+v36nS2. To
subscribe to CID or to order single copies of the
supplement, go to: www.journals.uchicago.edu/
CID/order1.html.  t

FDA approves Fuzeon, 
the first fusion inhibitor

The first drug in a new class of HIV/AIDS
treatments for HIV-infected adults and 

children with advanced HIV infection has been
approved by the FDA.

The FDA approved Fuzeon (enfuvirtide, also
known as T-20) March 15, for use in combination
with other anti-HIV medications to treat advanced
HIV-1 infection in adults and children ages 6 years
and older.

The FDA’s approval of Fuzeon is the first,
worldwide, of a new class of drugs known as
“fusion inhibitors.” Fusion inhibitors interfere
with the entry of HIV-1 into cells by inhibiting
the merging of the virus with the cellular mem-
brane, the first step in viral infiltration. This inhi-
bition blocks HIV before it enters the human
immune cell.

Combination therapy using multiple medica-
tions is used to effectively treat HIV infection.

However, a significant percentage of patients
with chronic HIV have developed infection resis-
tant to many existing medications. 

Because of its unique mode of action, Fuzeon
may be active against HIV that is resistant to cur-
rently available classes of anti-HIV drugs.

Fuzeon, administered twice daily as a subcuta-
neous injection (under the skin), can be used as
part of a treatment regimen in patients for whom
there are limited options. 

It only should be used in patients who have
used other anti-HIV medications and show evi-
dence of ongoing viral replication.

The FDA based its approval on an analysis of
six months of data from two ongoing clinical
studies of Fuzeon involving approximately 1,000
patients. The data from this analysis showed that
the addition of Fuzeon to a combination of other
antiretroviral medications reduced viral load in
the blood, a measure of HIV infection, more than
the use of the combination of medications alone. 

Fuzeon was studied in 35 pediatric patients
from the age of 6 years to 16 with pharmacoki-
netic data from 18 of these patients.

The long-term effects of Fuzeon are not known
at this time, but are being evaluated by ongoing
clinical studies.

The approved labeling for Fuzeon warns
physicians to carefully monitor patients for signs
and symptoms of pneumonia. 

Although bacterial pneumonia was not com-
mon in clinical study participants, more patients
treated with Fuzeon developed bacterial pneu-
monia than did patients who did not receive
Fuzeon. Patients receiving Fuzeon are advised to
seek medical evaluation immediately if they
develop signs or symptoms suggestive of pneu-
monia, such as cough with fever, rapid breathing
and shortness of breath.

In addition, Fuzeon can cause serious allergic
reactions, and local skin reactions at the site of
injection.

Symptoms of reaction

Symptoms of a serious allergic reaction with
Fuzeon can include trouble breathing, fever with
vomiting and a skin rash, blood in urine, and
swelling of the feet. Patients taking Fuzeon
should contact their healthcare provider right
away if they experience any of these symptoms.

Local skin reactions from Fuzeon injections are
common, occurring in almost all patients, and
may be painful. Patients must be careful that
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their skin does not become infected at the site of
injection. It is important to follow the injection
instructions that come with the medication to
lower the chances of getting an injection site
infection.

Patients should call their health care provider
if there are signs of infection at the injection site
such as drainage, increasing heat, swelling, red-
ness, or pain.

Because of the molecular complexity and diffi-
culty of manufacture, it is possible that demand
for Fuzeon may exceed supply at launch. The
sponsor is working with HIV physician and
patient groups to develop a progressive launch
plan and will carefully manage allocation of
Fuzeon.

Roche Pharmaceuticals of Nutley, NJ, has
licensed the product from Trimeris Inc. of
Durham, NC, and will distribute Fuzeon.  t

FDA uncovers 
counterfeit Procrit 

The FDA has uncovered the existence of con-
taminated counterfeit Procrit, also known as

epoietin alfa. Procrit is used to stimulate the pro-
duction of red blood cells in humans to treat
severe anemia and is indicated for some people
with anemia related to treatment for HIV/AIDS.

As a result of investigative review and labora-
tory testing performed by the FDA, and in coop-
eration with Ortho Biotech Products, L.P. in
Bridgewater, NJ, health care providers and con-
sumers are being alerted to the existence of three
lots of counterfeit product labeled as Procrit (epo-
etin alfa): 
• P007645 — 40,000 units/mL, expiration date

10-2004
• P004677 — 40,000 units/mL, expiration date

02-2004
• P004839 — 40,000 units/mL, expiration date

02-2004
The firm is issuing the warning to health care

providers and others in a letter (also posted on
its web site — listed at the end of this article)
because counterfeit Procrit has been found to be
contaminated with bacteria, and therefore, repre-
sents a significant potential hazard to consumers.
In addition, FDA testing has demonstrated that
some counterfeit product contains no active
ingredient.
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CE/CME questions
For information on the CE/CME program, contact
customer service at (800) 688-2421.

21. CDC data from 25 states that report new HIV
diagnoses show a significant change in new
diagnoses between 1999 and 2001. What is 
that change?
A. a decrease of 7%
B. an increase of 15%
C. an increase of 8%
D. a decrease of 10%

22. Research shows that condoms work well to pre-
vent the transmission of all of the following
STDs except which of the following:
A. human papilloma virus
B. HIV
C. gonorrhea
D. syphilis

23. According to the Alan Guttmacher Institute, a
national survey of school superintendents and
teachers shows that:
A. Abstinence-only education has increased

dramatically in the past five years.
B. Abstinence-only education has remained

about the same.
C. Condom discussion has increased slightly.
D. Abstinence-only education and condom edu-

cation have both increased.

24. The FDA recently approved the first drug,
named Fuzeon, in a new class of antiretroviral
medications. What new class of drugs includes
Fuzeon?
A. integrase inhibitors
B. CCR5 entry inhibitor
C. fusion inhibitors
D. none of the above

CE/CME directions
This concludes this CE/CME semester. To com-
plete the post-test for AIDS Alert , study the ques-
tions and determine the appropriate answers. After
you have completed the exam, check the answer
box, p. 80. If any of your answers are incorrect re-
read the article to verify the correct answer. An
evaluation form has been enclosed. Complete the
form and return in the envelope provided to receive
your credits. Your certificate will be mailed to you.



The FDA urges health care providers and
patients alike to check the packaging and vials
very carefully before using this product. Anyone
finding counterfeit product should not use it,
should quarantine it, and should immediately
contact FDA’s Center for Biologics Evaluation
and Research at (800) 835-4709, prompt #1, then
prompt #5, and Ortho Biotech at (800) 325-7504,
prompt #2.

In the performance of its responsibilities to
assure the safety of products it regulates, the FDA
regularly conducts investigations and testing to
identify and remove from the market counterfeit,
tampered, or otherwise unsuitable products. 

The FDA supports the activities of legitimate
manufacturers, in cooperation with the agency, to
inform the public about counterfeit products and
how to identify them. The FDA is committed to
continued vigilance in rooting out counterfeiting
activity and alerting the public to the existence of
counterfeit product. 

The FDA says physicians, pharmacists, nurses,
and patients should carefully examine all Procrit
packaging and vials before use. Additional details
concerning the counterfeit product, including
identifying characteristics and photographs to
help identify possible counterfeit product are
available on Ortho’s web site at www.procrit.
com/counterfeit/letter.html.  n
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CE objectives

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

• identify the particular clinical, legal, or sci-
entific issues related to AIDS patient care;

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

• cite practical solutions to the problems
associated with those issues, based on
overall expert guidelines from the Centers
for Disease Control and Prevention or
other authorities and/or based on inde-
pendent recommendations from specific
clinicians at individual institutions.  n
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CE/CME answers
Here are the correct answers to this month’s
CE/CME questions. For CE/CME directions, 
see box, p. 79.

21. C. an increase of 8%

22. A. human papilloma virus

23. A. Abstinence-only education has increased
dramatically in the past five years.

24. C. fusion inhibitors


