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Special Report: Youth & HIV Risk 

Minority MSM population key part 
of growing epidemic in teens
New biomedical prevention is needed

HIV clinicians are seeing growing numbers of teenagers and adults 
under age 25 among new HIV infection cases. It’s a phenomenon 
that has researchers and public health officials scrambling to 

develop biomedical HIV prevention interventions specifically for youth.
The latest data from the Centers for Disease Control and Prevention 

(CDC) suggest that more than a third of all new HIV infections in the 
United States are among youth, 13-29 years old, and it’s concentrated 
among young men who have sex with men (MSM) and young minori-
ties.1-3

“It’s really the young MSM population that has 200% to 300% 
increases in HIV infection,” says Craig M. Wilson, MD, professor and 
chair of the Adolescent Medicine Trials Network at the University of 
Alabama at Birmingham in Birmingham, AL.

International surveillance data suggest that more than 40% of all new 
HIV infections are among people under the age of 25.4

“The bigger issue is you’re setting the risk factors at that stage for what 
would become infections in early adulthood,” Wilson says. “So preven-
tion strategies have to get to young people much earlier than they have.”

Also, surveillance data show a shift in who is becoming infected. 
Around the turn of the 21st century, the epidemic had been shifting 
toward minority females in the Southern United States, he notes.

“Since that time, it’s shifted away from that group,” Wilson explains. 
“The numbers now are continuously growing in young MSM, particu-
larly minorities, and that’s what we see in all of our clinics.”

HIV clinics now see that three out of four new HIV patients who are 
adolescents are MSM of color in the 17 to 20 year-old age group, Wilson 
says.
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“Young women were coming in to be screened 
during pregnancy, but as the nation’s teenage 
pregnancy rate is coming down, those numbers are 
going down,” he adds. “And it’s not just that those 

numbers have gone down, it’s that MSM numbers 
have gone up.”

Young MSM of color are at an incredibly high 
risk of contracting HIV, and HIV clinics are seeing 
more of this population, says Sybil Hosek, PhD, 
a clinical psychologist and HIV researcher for the 
John Stroger Hospital of Cook County in Chicago, 
IL.

The problem is that clinical trial data on treating 
adolescents are scarce.

“Essentially, we’re excluding young people 
from important biomedical trials,” says Ralph 
DiClemente, PhD, a professor of public health 
at the Rollins School of Public Health, Emory 
University in Atlanta, GA.

“Much of the data we have are only on adults,” 
he adds. “Extrapolating those findings to young 
people will be pretty dangerous.”

Data low, risk high 

Without including youths in clinical trials and 
studies of prevention interventions, the HIV medi-
cal community places them at risk.

“Young people engage in sex, use drugs, drive 
while drinking, and do a lot of risky behaviors,” 
DiClemente says. “So clearly the impetus here is 
we don’t want to exclude the young people from 
participating in trials that could be a benefit to 
them personally or to all adolescents.”

DiClemente’s recent research showed that it’s 
possible to enroll young people in clinical trials, 
although numerous barriers exist.5

A very significant barrier is adolescents’ lack 
of understanding about clinical research and ran-
domization. And, parents of minors might decline 
their participation in trials due to their own lack of 
understanding or because they distrust investiga-
tors and fear the risks are greater than stated.5

Also, HIV biomedical prevention trials might 
not be “adolescent friendly,” particularly in the 
common belief that adolescents are less likely to be 
adherent to treatment or the intervention.5

One strategy for overcoming the barriers is for 
investigators to inform the community about the 
study well before the trial begins, DiClemente says.

“Get community input,” he advises. “People 
will have questions, and it’s only fair we address 
those questions forthright, being transparent as to 
what our purposes are and describing risks, as well 
as benefits.”

Researchers could hold town hall meetings, 
engage focus groups, and then return to discuss 
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additional information with their constituents, he 
says.

“For our focus groups we ran groups in hotels 
and restaurants and provided lunches and din-
ners,” DiClemente says. “We wanted to make 
people understand how we valued their participa-
tion and their input, and we’d treat them as valued 
guests at our meetings.”

“A lot of the front-end work doesn’t sound 
glamorous, but it’s really critical to doing clinical 
research in communities,” he adds. (See story on 
strategies for enrolling adolescents in HIV trials, p. 
88.)

In Hosek’s PrEP research, enrollment of young 
MSM of color, ages 18 to 22, has gone better than 
expected, she says.

“We have youths who are willing and ready to 
engage,” Hosek says.

Investigators felt it was ethically necessary to 
provide more HIV education than they might for 
a typical HIV adult trial, so they implemented the 
CDC’s evidence-based prevention intervention 
called Many Men Many Voices. It was designed 
for MSM of color, she explains.

“We wondered if they would want to do this 
program, and we found they are loving it,” Hosek 
says. “We haven’t lost anyone enrolled in the 
trial.”

Perhaps another reason for the trial’s enroll-
ment and retention success is that researchers have 
invested more time in this study cohort than they 
might in a typical adult HIV trial.

Recruiters and case managers visited the tar-
get population in clubs, dances, and other social 
venues. They call them for regular phone contact, 
communicate via the Internet, and speak with 
recruits between study visits, Hosek explains.

The study visits occur each month instead of the 
typical three month or six month intervals, and the 
nurse practitioners who work with the youths are 
experienced in working with adolescents, she adds.

No magic bullet

The research work being done now could be 
crucial to turning the epidemic around, but it 
won’t be simple.

“Everyone has to get used to the fact that there 
won’t be a magic bullet here,” Wilson says.

“We need a multi-prong, multifunctional, and 
different approach for different populations,” 
he says. “We’re waiting for the first biological, a 
microbicide or rectal microbicide for MSM.”

Soon, there might be some positive news in this 

arena among the pre-exposure prophylaxis (PrEP) 
trials.

“There are a number of PrEP trials going on 
right now, including one we have,” Wilson says. 
“Ours is an acceptability adaptation trial, a small 
study that targets a young population.”

Hosek also is involved in an ongoing PrEP fea-
sibility trial in which she and co-investigators are 
looking at whether this approach will work for 
young people, mostly young MSM of color.

Results from the first PrEP studies might be 
available by the end of 2010, Hosek says.

“It’s very, very exciting,” Hosek says. “Most 
of us are assuming there will be some level of effi-
cacy.”

The search for effective biological or behav-
ioral HIV prevention strategies might be espe-
cially pertinent now. A recent study shows that 
the percentage of students who were taught about 
HIV/AIDS in school decreased from 1997 to 
2009 from 91.5% to 87%.6

The 2009 youth risk behavior surveil-
lance data, conducted by the National Center 
for Chronic Disease Prevention and Health 
Promotion, show that adolescents continue to 
engage in risk behaviors with 34.2% of high 
school students nationwide reporting that they 
are currently sexually active, and 38.9% of these 
students had not used a condom during their last 
sexual intercourse.6

The high school student survey also found that 
12.7% of students had been tested for HIV, not 
including blood donation tests.6

Researchers need to study HIV in youths sepa-
rately from adult studies because adolescence is a 
distinct developmental period, Hosek says.

“They’re not just miniature adults,” she 
explains. “The way HIV intervention messages 
are crafted and implemented need to be develop-
mentally specific, so you can’t just have an adult 
trial and let it roll out to youth.”

REFERENCES

1. Kapogiannis BG, Handelsman E, Ruiz MS, et al. 
Introduction: paving the way for biomedical HIV prevention 
interventions in youth. JAIDS. 2010;43(Suppl 1):S1-S4.
2. Hall HI, Song R, Rhodes P, et al. Estimation of HIV inci-
dence in the United States. JAMA. 2008;300:520-529.
3. US Centers for Disease Control and Prevention, Trends in 
HIV/AIDS diagnoses among men who have sex with men — 
33 states, 2001-2006. MMWR. 2008;57:681-686.
4. Wilson CM, Wright PF, Safrit JT, et al. Epidemiology of 
HIV infection and risk in adolescents and youth. JAIDS. 



88	 AIDS Alert®/ August 2010

2010;54(Suppl 1):S5-S6.
5. DiClemente RJ, Ruiz MS, McDermott Sales J. Barriers 
to adolescents’ participation in HIV biomedical prevention 
research. JAIDS. 2010;54(Suppl 1):S12-S17.
6. Eaton DK, Kann L, Kinchen S, et al. Youth Risk 
Behavior Surveillance — United States, 2009. MMWR. 
2010;58(SS05):1-142.  n

Researchers must reach
out to youth in trials
Address transportation problems, use multimedia

Investigators of HIV among teenagers and young 
adults need to develop additional and sometimes 

complex strategies for enrolling trial participants.
It’s a duty and moral obligation to enroll youths 

in trials because so many people with new HIV 
infections are in the age group that encompasses 
teenagers and young adults in their 20s, an expert 
says.

Researchers need to find out what HIV treat-
ment and biological prevention medication com-
binations and dosages will work best in young 
people, says Ralph DiClemente, PhD, a professor 
of public health at the Rollins School of Public 
Health, Emory University in Atlanta, GA.

“It’s pretty important we get it right,” 
DiClemente says. “We don’t want to take 
chances with the health of anyone, and particu-
larly with young folks.”

The key is to improve enrollment and retention 
of youth so the studies will succeed in finding 
answers.

In DiClemente’s research experience with 
enrolling young people, the participation rate has 
been about 85% of those eligible.

“In another study we had a retention rate of 
91% over two years,” DiClemente says.

“I think one of the misnomers is that young 
people wouldn’t want to be engaged in these 
processes, but that’s clearly incorrect,” he says. 
“Young people are curious, and in many respects, 
a lot of what we are doing provides some value 
for them, whether it’s HIV prevention or nutri-
tion or exercise promotion.”

DiClemente offers these strategies and examples 
of how to engage youth and effectively enroll them 
in clinical trials:

• Find better ways to inform and educate about 

HIV research: Investigators who are studying new 
HIV medications should contact HIV-infected 
youth and their parents to explain what the new 
drug is and how it is being studied in a clinical 
trial, DiClemente suggests.

Use language adolescents and their parents will 
understand while explaining risks and benefits of 
the trial, he adds.

“You could simultaneously inform the commu-
nity and individuals,” he says. “But irrespective of 
the adolescents and their parents, it’s important 
to keep the community in the loop.”

The goal is to make the community aware of 
what’s going on. For instance, if adolescents bring 
home consent forms for their parents to sign then 
parents will know what these are about, he adds.

• Use multimedia in informed consent process: 
Investigators could develop brochures with pic-
tures as part of the informed consent process.

“One thing we do is actually submit our con-
sent forms, as well as our brochures, through a 
computerized readability assessment, to make 
sure none of the words exceed a fifth or sixth-
grade reading level,” DiClemente says.

“We also use color-coding because there might 
be a number of forms,” he adds. “So parents will 
complete the green informed consent form, and 
young people will do the blue form.”

The informed consent forms are written as sim-
ply and clearly as possible with larger fonts.

• Give parents someone to contact for more 
information: DiClemente always includes his 
direct phone number for people to call with any 
questions.

“I’ve had parents call me from all over the coun-
try,” he says. “They say, ‘My son or daughter has 
been asked to be in this study, so can you tell me 
more?’”

Investigators should think of how they’d feel 
if the study subjects were their own children and 
empathize with parents of these youth, DiClemente 
says.

“If it were my child, I’d have the same concerns, 
and that’s exactly how I approach it,” he adds.

“For example, as the parent of a five-year-old, 
I want to know about any field trips my daughter 
takes at school,” he says. “If I don’t understand 
the form they sent home for me to sign then I want 
to call them and speak with a real live person.”

Parents’ questions might include the following:
- “One of my children has been asked to partici-

pate in a study. Can I get my other child in?”
- “My child has been asked to participate in 

a study, and he’ll receive some compensation. 



August 2010 / AIDS Alert® 	 89

Unfortunately, we don’t have a checking account. 
Is there any other way you can compensate 
him?”

In this latter case, investigators might offer a 
Visa cash card or gift certificates to the family’s 
favorite stores, DiClemente suggests.

• Offer solutions to transportation obstacles: 
“If Mom doesn’t have a car, or Dad’s working all 
day, then how do they get to you?” DiClemente 
says.

Also, if research visits are scheduled for eve-
ning hours, then will parents be comfortable with 
their children staying out after dark? 

“In Georgia, we have 14 to 22-year-olds in 
HIV studies, and the most difficult challenge for 
us is accessibility,” DiClemente says. “There’s 
poor public transportation, so if they have to 
come back to us, then it’s really challenging.”

Researchers give participants bus tokens when 
this will work. Sometimes for follow-up visits, 
they’ll obtain the parents’ permission to send 
someone to the participant’s home to conduct the 
visit there, he adds.

“They arrive with a picture badge and call 
ahead to let them know when they’re coming,” 
DiClemente says.

• Treat study participants as guests in a five-
star hotel: “From our perspective, anyone who is 
participating in a project is performing a commu-
nity service,” DiClemente says. “They’re engaged 
in a process that hopefully will help their com-
munity, so we treat everyone as though they are 
visiting the Ritz Carlton Hotel.”

Investigators need to engage parents and par-
ticipants, showing them respect and telling them 
exactly what the study’s risks and benefits are, 
answering all of their questions, he adds.

“We bend over backwards to protect [partici-
pants], and they understand that,” DiClemente 
says.

Participants typically are paid a nominal 
amount of $25, and they’re asked to spend three 
to four hours of their day on a study visit, he 
notes.

“That’s why we have to acknowledge that 
parents and kids are making a specific commit-
ment,” DiClemente says. 

“Once we recognize that as a research com-
munity this is a commitment they’ve made 
then we need to ramp up our efforts to make 
it as easy as possible for them to participate 
and to extend to them every courtesy in all due 
respect,” he adds. “That’s what people want 
and deserve.”  n

Abstinence study  
finds risk reduction
Health care reform bill includes abstinence funding

As HIV researchers, clinicians, and public 
health officials continue to wait for an evi-

dence-based biomedical prevention intervention, 
there remains a need for proven HIV prevention 
interventions targeting adolescents and young 
adults.

The Centers for Disease Control and Prevention 
(CDC) has some evidence-based prevention inter-
ventions that might work or be adapted for minor-
ity youth and young men who have sex with men 
(MSM). 

But for HIV clinics and community-based orga-
nizations (CBOs) short of funds, funding might be 
an obstacle.

One unexpected area of new funds can be found 
in a provision (section 2953) inserted in the new 
Patient Protection and Affordable Care Act: $75 
million per year through Fiscal Year 2014 for per-
sonal responsibility education grants to states for 
programs that focus on abstinence and contracep-
tion to prevent pregnancy, HIV, and other sexu-
ally-transmitted diseases (STDs). Also, the bill’s 
section 2954 restores $50 million per year through 
FY 2014 for abstinence education.

The bill requires the personal responsibility edu-
cation programs to be evidence-based, medically-
accurate, and age appropriate. 

Finding evidence-based abstinence-only pro-
grams might be difficult, but not impossible. There 
is at least one new risk reduction intervention 
focusing on abstinence education that recently was 
found to be effective.

The study found that teens receiving the absti-
nence education delayed sexual contact in compar-
ison to a control group, says John Barton Jemmott 
III, PhD, a professor of communication in psy-
chiatry in the University of Pennsylvania School of 
Medicine in Philadelphia, PA.

“We had a small group intervention, led by an 
adult who was specially trained to implement the 
curriculum, which was divided into eight one-hour 
modules,” Jemmott says.

Researchers randomly assigned adolescents to one 
of five different groups, including the following:

• Abstinence only, the intervention group;
• Safer sex only, a condom use group;
• A combined abstinence and safer sex interven-
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tion that included a total of 12 hours of interven-
tion;

• A reduced version of the combined abstinence 
and safer sex intervention that included a total of 
eight hours;

• A health promotion control group that didn’t 
have messages that focused on sex, but discussed 
other health behaviors, including diet, avoiding 
cigarette smoking, physical activity, and avoiding 
alcohol consumption.

“What we found was the abstinence only 
intervention was effective in reducing the per-
centage of people who were virgins at baseline 
who initiated sex in a 24-month follow-up to the 
study when compared with the control group,” 
Jemmott says.

Targeting African American teens, Jemmott’s 
research also has found that HIV/STD-
intervention participants, who were African 
Americans in the 13-18 years age group, were 
more likely to report consistent condom use than 
were control-intervention participants.1

“People definitely are going to be using this 
intervention because it’s really the first one 
shown in a randomized controlled trial to be effi-
cacious,” Jemmott says. “We need more research 
on abstinence-only interventions to see if these 
results are replicated.”

The behavioral intervention was tailored to the 
population and did not include a moralistic or 
religious basis, he notes.

“The facilitator is not preaching, just shaping 
the discussion,” he explains. “An example is one 
type of brainstorming activity where we might 
ask the young people to say what the benefits of 
sex are and what are the benefits of practicing 
abstinence.”

Often the youth would find their list in favor 
of abstinence was longer, and this fit in with 
other exercises they had done on thinking about 
their future and what they wanted to be doing in 
five years or 10 years, Jemmott adds.

“They think about that in the context of what 
they want to accomplish in their lives, and how 
having sex might slow them down and prevent 
them from reaching their goals,” he says.
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HIV surveillance data
lack demographics
Without it, clinicians are missing part of picture

Researchers studied the nature of the HIV epi-
demic in Maryland to show in one microcosm 

of the U.S. epidemic that different populations of 
at-risk individuals have different sub-types of the 
virus and will need to be handled differently.

While the common HIV-1 subtype B is causing 
one epidemic in Maryland among men who have 
sex with men (MSM) and injection drug users 
(IDUs), a non-B subtype is causing an epidemic 
among new African immigrants in the state,” says 
Jean K. Carr, PhD, MA, MSH, an associate profes-
sor at the Institute of Human Virology, University 
of Maryland School of Medicine in Baltimore, 
MD.

“In suburban Maryland, right outside 
Washington, DC, there is a large African immi-
grant population, and that’s where we see those 
other subtypes,” Carr says.

“The reason this is important is because when 
people are doing surveillance, they usually cat-
egorize people as African Americans, Hispanics, 
Caucasians, and others, but they don’t make a 
distinction between African Americans who have 
arrived recently and those who have been here 
for generations,” Carr explains. “But these two 
groups represent huge differences in the epidemic, 
and this paper is saying all states should make this 
distinction.”

One issue is that patients who are infected with 
the non-B subtypes might have a course of disease 
that is different from expected. Or their viral load 
test might underestimate their viral load, leading 
to incorrect conclusions about their health status, 
Carr says.

“HIV clinicians should be open to the idea that 
in some African immigrant patients they are seeing 
a different subtype, and some of the assays they 
use might not be applicable to that subtype,” she 
adds.

“We think of subtype B as a garden variety 
HIV, and most of the various assays like mea-
suring viral load have been worked out on that 
subtype,” Carr explains. “Most of the world is 
infected with subtypes that are not B, and it’s only 
slowly being understood whether or not assays 
that worked on B will work on these.”

There are new assays that will work better with 
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non-B subtypes, including the Abbott m2000 
assay, she adds.

Maryland’s department of health and mental 
hygiene identified 47 unique non-B subtype strains 
and a non-B prevalence of 12.9%. The people 
infected with non-B strains were mostly non-His-
panic black and female.1

“The difference epidemiologically is that the 
subtype B epidemic is primarily male because a 
lot of injection drug use is driving it, and this has 
more males involved than females,” Carr says. 
“The African immigrant epidemic is mostly female 
and almost exclusively transmitted by heterosexual 
sex.”

The non-B patients lived mostly in the Maryland 
suburbs of Washington, DC, while most of the 
HIV-1 subtype B cases were in the Baltimore, MD, 
metropolitan area.1

“Overall, the non-B subtypes were a small 
prevalence in the state, but there was a concentra-
tion in the Washington, DC metropolitan area,” 
Carr says. “In terms of the country, it’s probably 
between 1% and 2% prevalence.”

Ban lifted on HIV infected

President Barack Obama in January, 2010, 
lifted the 23-year-old ban that prohibited foreign-
ers with HIV infection from entering or staying in 
the U.S. 

In Maryland, many of the African immigrants 
were HIV-negative when they arrived in the United 
States, but their social networks are among people 
who are from the countries where non-B subtypes 
are prevalent, Carr notes.

“And they go back home periodically,” she 
adds.

“Also, people infected with HIV would visit 
with a tourist visa, so even though there was a 
state department policy prohibiting people with 
HIV from entering the U.S., it didn’t completely 
abrogate those different infections from getting 
in,” Carr says.

Most of the non-B subtypes have a similar clini-
cal disease pattern as the B subtype. But there is 
one exception, Carr says.

“One non-B subtype is definitely more patho-
genic,” she says. “That’s subtype D, which is 
found in Uganda, and it’s definitely associated 
with higher viral loads and faster disease progres-
sion.”

The subtype D seems to be fading out in terms 
of its proportion of the population, probably 
because it’s killing itself as well as its hosts, she 

adds.
“We saw only one subtype D case,” Carr says. 

“The non-B subtypes we saw primarily were ones 
that would have come from Cameroon, Nigeria, 
and Ethiopia.”

Researchers increasingly favor HIV surveil-
lance data distinguishing between recent African 
immigrants and long-standing African Americans 
because the disease clusters and screening are dif-
ferent.

Clinicians dealing with patients from a popu-
lation that more commonly has non-B subtypes 
would need to use different viral load and geno-
type tests. But they might not know to vary their 
screening tests without knowing that certain popu-
lations are more likely to be infected with non-B 
subtypes, Carr explains.

“Prevention efforts would be very differ-
ent between those two populations,” she adds. 
“The inner city African American population of 
Baltimore is primarily impacted by injection drug 
us, so you do needle exchange and harm reduction 
techniques.”

For the recent African American population, it 
would be more important to look at safe prenatal 
visits to make sure women are screened, she says.

REFERENCE
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Obama warns of ‘declining 
sense of urgency’ on HIV
White House releases national HIV/AIDS strategy

Editor’s note: As this issue of AIDS Alert 
was going to press, the White House released its 
National HIV/AIDS Strategy. The is summarized 
as follows. Look to future issues of AIDS Alert for 
analysis and updates on plan. 

When one of our fellow citizens becomes 
infected with HIV minutes, the epidemic 

affects all Americans. It has been nearly thirty 
years since the first cases of HIV garnered the 
world’s attention. Without treatment, the virus 
slowly debilitates a person’s immune system until 
they succumb to illness. The epidemic has claimed 
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the lives of nearly 600,000 Americans and affects 
many more. Our nation is at a crossroads. We 
have the knowledge and tools needed to slow the 
spread of HIV infection and improve the health 
of people living with HIV. Despite this potential, 
however, the public’s sense of urgency associated 
with combating the epidemic appears to be declin-
ing.

In 1995, 44% of the general public indicated 
that HIV/AIDS was the most urgent health prob-
lem facing the Nation, compared to only 6% in 
March 2009. While HIV transmission rates have 
been reduced substantially over time and people 
with HIV are living longer and more produc-
tive lives, approximately 56,000 people become 
infected each year and more Americans are living 
with HIV than ever before. Unless we take bold 
actions, we face a new era of rising infections, 
greater challenges in serving people living with 
HIV, and higher health care costs.

President Obama committed to developing a 
National HIV/AIDS Strategy with three primary 
goals: 1) reducing the number of people who 
become infected with HIV, 2) increasing access to 
care and optimizing health outcomes for people 
living with HIV, and 3) reducing HIV-related 
health disparities. To accomplish these goals, 
we must undertake a more coordinated national 
response to the HIV epidemic. The Strategy is 
intended to be a concise plan that will identify a 
set of priorities and strategic action steps tied to 
measurable outcomes. 

Accompanying the Strategy is a Federal 
Implementation Plan that outlines the specific 
steps to be taken by various Federal agencies to 
support the high-level priorities outlined in the 
Strategy. This is an ambitious plan that will chal-
lenge us to meet all of the goals that we set. The 
job, however, does not fall to the Federal govern-
ment alone, nor should it. Success will require 
the commitment of all parts of society, including 
State, tribal and local governments, businesses, 
faith communities, philanthropy, the scientific and 
medical communities, educational institutions, 
people living with HIV, and others. The vision for 
the National HIV/AIDS Strategy is simple:

The United States will become a place where 
new HIV infections are rare and when they do 
occur, every person, regardless of age, gender, 
race/ethnicity, sexual orientation, gender identity 
or socio-economic circumstance, will have unfet-
tered access to high quality, life-extending care, 
free from stigma and discrimination.

Reducing New HIV Infections

More must be done to ensure that new preven-
tion methods are identified and that prevention 
resources are more strategically concentrated in 
specific communities at high risk for HIV infec-
tion. Almost half of all Americans know someone 
living with HIV (43% in 2009). Our national 
commitment to ending the HIV epidemic, how-
ever, cannot be tied only to our own perception 
of how closely HIV affects us personally. Just as 
we mobilize the country to support cancer preven-
tion and research whether or not we believe that 
we are at high risk of cancer, or just as we support 
investments in public education whether or not 
we have children, success at fighting HIV calls on 
all Americans to help us sustain a long-term effort 
against HIV. 

While anyone can become infected with HIV, 
some Americans are at greater risk than others. 
This includes gay and bisexual men of all races and 
ethnicities, Black men and women, Latinos and 
Latinas, people struggling with addiction, includ-
ing injection drug users, and people in geographic 
hot spots, including the U.S. South and Northeast, 
as well as Puerto Rico and the U.S. Virgin Islands. 
By focusing our efforts in communities where HIV 
is concentrated, we can have the biggest impact in 
lowering all communities’ collective risk of acquir-
ing HIV.

We must also move away from thinking that 
one approach to HIV prevention will work, 
whether it is condoms, pills, or information. 
Instead, we need to develop, evaluate, and imple-
ment effective prevention strategies and combi-
nations of approaches including efforts such as 
expanded HIV testing (since people who know 
their status are less likely to transmit HIV), educa-
tion and support to encourage people to reduce 
risky behaviors, the strategic use of medications 
and biomedical interventions (which have allowed 
us, for example, to nearly eliminate HIV transmis-
sion to newborns), the development of vaccines 
and microbicides, and the expansion of evidence-
based mental health and substance abuse preven-
tion and treatment programs. 

It is essential that all Americans have access to a 
shared base of factual information about HIV. The 
Strategy also provides an opportunity for work-
ing together to advance a public health approach 
to sexual health that includes HIV prevention as 
one component. To successfully reduce the number 
of new HIV infections, there must be a concerted 
effort by the public and private sectors, including 
government at all levels, individuals, and commu-
nities, to:
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• Intensify HIV prevention efforts in communi-
ties where HIV is most heavily concentrated.

• Expand targeted efforts to prevent HIV infec-
tion using a combination of effective, evidence-
based approaches.

• Educate all Americans about the threat of HIV 
and how to prevent it.

Increasing access to care 
As a result of our ongoing investments in 

research and years of clinical experience, people 
living with HIV can enjoy long and healthy lives. 
To make this a reality for everyone, it is impor-
tant to get people with HIV into care early after 
infection to protect their health and reduce their 
potential of transmitting the virus to others. For 
these reasons, it is important that all people living 
with HIV are well supported in a regular system of 
care. The Affordable Care Act, which will greatly 
expand access to insurance coverage for people liv-
ing with HIV, will provide a platform for improve-
ments in health care coverage and quality. High 
risk pools are available immediately. High risk 
pools will be established in every state to provide 
coverage to uninsured people with chronic condi-
tions. 

In 2014, Medicaid will be expanded to all lower 
income individuals (below 133% of the Federal 
poverty level, or about $15,000 for a single indi-
vidual in 2010) under age 65. Uninsured people 
with incomes up to 400% of the Federal poverty 
level (about $43,000 for a single individual in 
2010) will have access to Federal tax credits and 
the opportunity to purchase private insurance cov-
erage through competitive insurance exchanges. 
New consumer protections will better protect peo-
ple with private insurance coverage by ending dis-
crimination based on health status and pre-existing 
conditions. Gaps in essential care and services for 
people living with HIV will continue to need to be 
addressed along with the unique biological, psy-
chological, and social effects of living with HIV. 

Therefore, the Ryan White HIV/AIDS Program 
and other Federal and State HIV-focused programs 
will continue to be necessary after the law is imple-
mented. Additionally, improving health outcomes 
requires continued investments in research to 
develop safer, cheaper, and more effective treat-
ments. Both public and private sector entities must 
take the following steps to improve service delivery 
for people living with HIV:

• Establish a seamless system to immediately 
link people to continuous and coordinated quality 
care when they are diagnosed with HIV.

• Take deliberate steps to increase the number 

and diversity of available providers of clinical care 
and related services for people living with HIV.

• Support people living with HIV with co–occur-
ring health conditions and those who have chal-
lenges meeting their basic needs, such as housing.

The full White House report is available at:
http://www.aids.gov/federal-resources/policies/

national-hiv-aids-strategy/nhas.pdf.  n

Searching for the 
genie in the genome
HIV human genomics field evolving at warp speed

By Joseph F. John, Jr., MD, Associate Chief of 
Staff for Education, Ralph H. Johnson Veterans 
Administration Medical Center; Professor of 
Medicine, Medical University of South Carolina, 
Charleston. Dr. John reports no financial relation-
ships relevant to this field of study.

Sources: Pelak K, et al. Host determinants of 
HIV-1 control in African Americans. J Infect 
Dis. 2010;201:1141-1149; Motsinger-Reif 
AA. Discussion of a genome-wide association 
approach to determine HIV-1 set point in African 
Americans. J Infect Dis. 2010;201:1118-1120.

Health care providers have been constantly 
amazed at the variation in response to infection 
with HIV-1. In our clinic, we now routinely see 
elderly patients who have been on various anti-
retroviral regimens over the years but still persist 
with high CD4 counts and low viral loads. They 
are truly long-term non-progressors. Work with 
whole human genome analysis to discover host 
determinants of HIV-1 control has gained steam 
in the middle of this current decade, and is con-
tinuing. The current study from the Center for 
Human Genome Variation at Duke and several 
government agencies is part of a DoD HIV NHS 
natural history study started in 1985 (http://www.
idcrp.org/hiv-natural-history-study.html). The 
patients in this study continue to be seen every six 
months. Other cohorts like the MACS cohort are 
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also included in the study. Using the HumanHap 
1MDuo or Illumina HumanHap Bead Chips, 
1,212,217 SNPs were analyzed. Complex statisti-
cal methods termed EIGENSTRAT were used to 
analyze the genetics of the human populations.

Study patients were from the U.S. Department of 
Defense Human Immunodeficiency Virus Natural 
History Study (DoD HIV NHS) or the Multicenter 
AIDS Cohort Study (MACS). Of 487 soldiers 
meeting criteria, 471 were successfully genotyped; 
145 participants from the MACS cohort were 
also studied. No single, genome-wide SNP had 
an association with the set point, he viral load 
of which patients more or less stabilize after the 
burst of viral replication during primary infection. 
The most associated SNP in the African-American 
cohort was rs2523608, which is located on chro-
mosome 6, in HLA-B gene, HLA-B•5703. Note 
the same association is true for set-point regula-
tion in patients of European ancestry. This allele, 
therefore, is the most important variant for the 
entire group in this study as the genetic locus that 
would affect viral load set point and could account 
for about 10% of the variation in viral load set 
point. Likewise, 10% of the patients in these stud-
ies progressed during the course of the studies to 
CD4+ cell counts of < 200/mL within two years of 
seroconversion.

Other SNPs reported to have an association 
with viral-load set points were analyzed. For exam-
ple, rs9261174, located near the ZNRD1 gene in 
MHC region, and CCR5- Δ32, a deletion in the 
CCR5 gene (rs33) that is rare in non-Europeans, 
showed no association in this African-American 
cohort with viral-load set point. So, mutations 
in alleles that are considered “rare variants,” as 
shown from this study, may have significant effects 
on an increased burden of disease in some popula-
tions.

Commentary

This magnificent work aimed to define genome-
wide variables that explain HIV progression has 
been made possible over many years, involving 
many willing and highly cooperative patients, and 
spending millions of dollars. We see how the genie 
of the genome can now open many secrets about 
HIV progression. In this study, it was surprising 
how few genetic variables were uncovered related 
to progression; in fact, it seems a rather obscure 
locus within HLA-B•5703. Nevertheless, there will 
be other regions recognized in the future. Our chal-
lenge will remain to find ways to exploit, in the 

future, the locus under question (and newer loci), 
and mechanisms that would silence or alter these 
alleles to allow better immune modulation of HIV 
infection.

There will be surprises along the way, like the 
one in the present study. A surprise, indeed, that 
the only uncovered genetic locus that affects viral-
load variation in 515 African-Americans was the 
same one that is known to affect HIV+ patients 
of European ancestry. Along with the findings of 
genetic overlap among so-called races come impli-
cations that small segments of shared DNA among 
HIV-infected patients, regardless of racial back-
ground, are new targets for antiretroviral therapy 
or genetic immunomodulation. In an accompany-
ing editorial, Dr. Allison Motsinger-Reif beauti-
fully discusses the study that she thinks offers a 
“unique resource to study an important, under-
studied population — patients of African descent.” 
She also makes a good point that using gene chips 
that are very generic will not uncover rare alleles.

Finally, Dr. Motsinger-Reif comments, and I 
would agree, that the ultimate regulation of viral 
load involves complex phenotypes. Clinicians 
would do well (and I keep telling myself!) to bone 
up on the evolving field of human genomics. 
Studies like this one, by Pelak et al, remind us that 
the field is evolving at warp speed.  n

FDA 
Notifications

FDA 
Notifications

Zidovudine injection
approved as generic

On April 6, 2010, the FDA granted approval 
to a generic formulation of zidovudine injec-

tion USP, 10 mg/mL, packaged in 200 mg/20 mL 
single-use vials, manufactured by Pharmaforce, 
Inc., of Columbus, OH.  FDA has determined 
that  the generic formulation is bioequivalent and, 
therefore, therapeutically equivalent to the refer-
ence listed drug, Retrovir® IV Infusion, 10 mg/mL, 
of VIIV Healthcare Co. 

Approval of this generic formulation means 
that it may be marketed in the United States.  A 
list of approved generic formulations of anti-
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5. In the United States, what proportion of new 
HIV infections are among youth, ages 13-29 
years old?
A. More than one-third
B. More than 40%
C. About half
D. Over 60%

6. Which of the following is a major obstacle to 
enrolling adolescents in HIV trials?
A. Lack of adequate transportation to study 
visits
B. Adolescents’ lack of understanding about 
research
C. Parents distrust of investigators and lack of 
understanding
D. All of the above

7. Researchers seeking grants for HIV behavioral 
prevention programs aimed at teenagers might 
find funds available from the Patient Protection 
and Affordable Health Care Act under a section 
related to which type of grants?
A. Personal responsibility education grants
B. HIV risk reduction grants
C. HIV/STD prevention grants
D. None of the above

8. Maryland HIV surveillance data show two dif-
ferent HIV epidemics in the state, an HIV-1 sub-
type B epidemic and a non-B subtype epidemic. 
The B subtype impacts the general population, 
including African Americans. Who, primarily, is 
impacted by the non-B subtype?
A. Latinos
B. Immigrants from Western Europe
C. Immigrants from Africa
D. Native Americans

Answers: 5. A; 6. D; 7. A; 8. C

CNE/CME QUESTIONS

n Using 
pharmacokinetic 
assessments in 
adherence

n Check out first 
results of PrEP trials

n Study finds 
potential for ARTs for 
prevention

n CDC study notes 
declines in partners 
exposed to HIV

COMING IN FUTURE MONTHS

retroviral drugs used in the treatment of HIV 
infection is available at http://www.fda.gov/
ForConsumers/ByAudience/ForPatientAdvocates/
HIVandAIDSActivities/ucm118944.htm   n

Tentative OK for  
lamivudine, stavudine 
fixed dose combo

On May 17, 2010, the FDA granted tentative 
approval for lamivudine and stavudine Fixed 

Dose Combination tablets, 150mg/30mg, indicated 
in combination with other antiretrovirals for the 
treatment of HIV-1 infection in adults. This new 
fixed dose combination is manufactured by Hetero 
Drugs Limited, of Hyberdad, India.

As with all generic applications, FDA con-
ducts an on-site inspection of the manufacturing 
facilities and of the facilities performing the bio-
equivalence studies prior to granting approval or 
tentative approval to evaluate the ability of the 
manufacturer to produce a quality product and to 
assess the quality of the bioequivalence data sup-
porting the application. 

These products were reviewed for PEPFAR 
under the FDA guidance titled Fixed Dose 
Combinations, Co-Packaged Drug Products, and 
Single-Entity Versions of Previously approved 
Antiretrovirals for the Treatment of HIV devel-
oped to clarify what regulatory requirements 
apply to such applications, what issues might 
be of concern, and how these issues should be 
addressed. The guidance is intended to encourage 
sponsors to submit applications for combination 
and co-packaged products, and to facilitate sub-
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The CNE/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 medi-
cal 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 
correct 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 
provided to receive a letter of credit. When your 
evaluation is received, a letter of credit will be 
mailed to you.
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mission of such applications to FDA.  n

Generic abacavir sulfate 
tablets approved

On May 12, 2010, the FDA granted tentative 
approval for a generic formulation of aba-

cavir sulfate tablets, 300 mg, indicated in com-
bination with other antiretroviral agents for the 
treatment of HIV-1 infection in adults. 

This generic formulation is manufactured by 
Strides Arcolab Limited, of Bangalore, India, and 
the application was reviewed under expedited 
review provisions for the President’s Emergency 
Plan for AIDS Relief (PEPFAR).  n


