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Last call: HIV patients endangered 
by smoking, drinking alcohol
HIV + age + risk behaviors = heart, lung disease

To quote the late great Mickey Mantle, “If I  knew I was going to 
live this long, I’d have taken better care of myself.”  Those with 
HIV find themselves in a similar situation, as a once fatal dis-

ease extends to a chronic condition imperiled by two classic bad habits: 
drinking and smoking. 

Mounting evidence suggests that HIV-infected patients have an 
increased risk of cardiovascular, liver, and pulmonary diseases, and that 
the risk increases with behaviors that are common with this popula-
tion. Researchers and other experts say these studies highlight the need 
for clinicians to focus on educating patients about quitting smoking and 
alcohol use.

“Smoking is a leading cause of mortality worldwide, and it is one of 
the major risk factors for many comorbidities, particularly pulmonary 
diseases. There’s potential for an enhanced risk for harm associated with 
smoking among HIV-infected persons,” says Kristina Crothers, MD, an 
assistant professor at the University of Washington School of Medicine 
and Harborview Medical Center in Seattle, WA.

Emerging research shows that HIV patients have an increased risk for 
chronic obstructive pulmonary disease (COPD), lung cancer, pulmonary 
fibrosis, and pulmonary arterial hypertension, in addition to pulmonary 
infections like bacterial pneumonia and opportunistic lung infections.

“And smoking is an additional risk factor for a lot of these diseases,” 
she adds. “We published a paper several years ago, demonstrating an 
increased risk of mortality among HIV-infected current smokers in the 
antiretroviral era.”

Before the combination antiretroviral therapy (ART) there was con-
flicting evidence about whether smoking was associated with increased 
mortality among HIV-infected populations.

Now, however, there’s a shift among the HIV/AIDS research and with-
in the public health community in the perception of smoking as a risk 
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factor for comorbidities and mortality, Crothers 
says.

“Other studies also have been published show-
ing similar findings, and there is increased empha-
sis in the literature on smoking and smoking ces-

sation in HIV-infected populations,” she adds. 

A direct link between alcohol and death

In the Veterans Aging Cohort Study (VACS) 
involving thousands of HIV-positive veterans, 
investigators discovered a linear relationship 
between drinking and mortality, says Kendall J. 
Bryant, PhD, director of alcohol and HIV/AIDS 
research in the Office of the Director, National 
Institute on Alcohol Abuse and Alcoholism 
(NIAAA) of the National Institutes of Health 
(NIH) in Rockville, MD.

“Maybe this relationship involved biologi-
cal issues and organ involvement, but it showed 
no benefit to drinking whatsoever at any level,” 
Bryant says. “There used to be the idea that if you 
drank a little it was sort of good for you, but we 
found a straight line between the number of years 
of life lost from potentially living with HIV and 
the amount you drank even at very low levels.”

In addition, a study presented recently at the 
recent 18th Conference on Retroviruses and 
Opportunistic Infections (CROI) concluded that 
HIV infection is associated with an increased risk 
of myocardial infarction (MI) events after adjust-
ing for smoking and other risk factors.1

This research builds on a growing body of 
evidence that suggests HIV is an independent 
risk factor for cardiovascular disease, says lead 
researcher Matthew Freiberg, MD, MSc, an assis-
tant professor of medicine and epidemiology at 
the University of Pittsburgh (PA).

Investigators looked at an HIV-infected cohort 
and compared them to an uninfected cohort in 
VACS. Both cohorts were similar in demographics 
and behavior, including smoking, alcohol use, and 
cocaine use.

MI risk factors included age, smoking, and 
renal disease, Freiberg notes.

“When we looked at the risk factors of the 
82,000 people in this population, HIV had a two-
fold risk,” he adds. 

“The next obvious question is ‘How much of 
it is the virus, and how much of it is the treat-
ment?’” he says. “And that’s impossible to know 
because you can’t randomize people to HIV infec-
tion.”

However, Freiberg and co-investigators com-
pared HIV patients with suppressed viral load on 
continuous antiretroviral treatment (ART) with 
those who were on intermittent ART, and they 
found the group on intermittent ART had worse 
cardiovascular outcomes.
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“That suggests the virus is playing some role 
here,” Freiberg says.

It’s difficult to separate the impact of HIV 
infection from the impact of antiretroviral drugs 
and various environmental and demographic fac-
tors involved in cardiovascular and lung diseases, 
researchers say.

“Evidence strongly suggests that HIV is an 
independent risk factor for cardiovascular dis-
ease, so the other risk factors need to be managed 
as best as possible,” says Cheryl L. McDonald, 
MD, medical officer and program director at the 
National Heart Lung and Blood Institute (NHLBI) 
of NIH in Bethesda, MD.

“Studies are still going on, but evidence 
strongly suggests it’s a strong risk factor for pre-
mature and accelerated cardiovascular disease,” 
McDonald says.

This suggests that HIV clinicians should stay 
attune to patients’ symptoms of cardiovascular 
disease and assess their other risk factors, includ-
ing lifestyle issues like smoking, drinking, and 
exercise, she adds.

“This is just further evidence that it’s impera-
tive that doctors stress risk factor reduction and 
use this information to encourage patients to mini-
mize their risks, McDonald says.

Smoking may tend to be toward the bottom 
of the list of HIV clinic visit priorities because it 
can be so difficult and time-consuming to change, 
Crothers says. (See related story p. 52.)

“It needs to be a cultural change for patients, 
and providers need to look at it as something on 
par with other risk behaviors in terms of mortality 
and impact on overall health and quality of life,” 
she explains. 

HIV clinicians might also overlook smoking 
behaviors because unlike alcohol and illicit sub-
stance use, cigarette smoking is not clearly asso-
ciated with increased risk of HIV transmission, 
Crothers adds.

“That may impact prioritization, as well,” she 
says.

Surprise: Weight gain and HIV

Weight gain is another risk factor, says 
Amy Justice, MD, PhD, section chief of gen-
eral medicine at West Haven Veterans Affairs 
Healthcare System and professor of medicine at 
Yale University School of Medicine, both in New 
Haven, CT.

“One thing that’s different about folks with 

HIV is they tend not to be overweight when they 
start antiretroviral therapy (ART), but then they 
begin to put on weight with ART,” she adds. “So 
I try to get colleagues to say to their patients, 
‘Don’t let yourself get heavy – it’s a lot easier to 
keep the weight off than to take it off once you 
put it on, especially in middle age.’”

HIV patients who have liver disease and hepa-
titis C can improve their health and liver function 
by losing weight and abstaining from alcohol, she 
says.

“Obesity contributes to fatty liver and liver 
inflammation,” Justice says. “We have to think 
about substance use in HIV patients in middle 
age, weight control, managing severe mental ill-
ness – all challenges the general pediatric com-
munity hasn’t taken on because this is a special 
population.”

It makes no sense for HIV clinicians and 
researchers to focus on just one condition that 
might cause heart disease and other problems in 
HIV-infected patients when most people with HIV 
tend to have several problems that contribute to a 
cumulative injury, she notes.

“Together these can have a cumulative effect 
that may be more devastating than any one of 
those conditions would be,” Justice says. 

The key might be to target the risk behaviors 
that can be controlled, even if these involve com-
prehensive behavioral strategies, the experts say.

“We’re already controlling diabetes and blood 
pressure, but with the prevalence of risk factors, 
do we need a chronic care model for risk factor 
reduction?” Freiberg says. 

For example, an HIV patient who has a heart 
attack will have several specialists overseeing his 
or her care, including an infectious diseases physi-
cian, an internal medicine physician, and a cardi-
ologist, he says.

“Why not have coordinated care between the 
three doctors focused on the goal of tobacco ces-
sation?” he says. “Physicians want to help, but 
it’s sometimes not clear what the right strategy 
or intervention is, and there are a lot of different 
ways to approach it.”

The HIV medical community needs to put these 
latest findings regarding HIV and cardiovascular 
disease into perspective, McDonald suggests.

“Twenty-five years ago, you didn’t worry about 
their hearts,” she says. 

“Now there are HIV doctors, infectious disease 
doctors and family doctors coming out of train-
ing who never saw their HIV-infected patients 
dropping dead, and that’s just amazing to me,” 
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McDonald adds. “With what other infectious dis-
ease have we had that much progress so quickly?”
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Special Report: HIV Smoking and Drinking  

A striking majority 
in HIV cohort smoke
Five A plan: Ask, Advise, Assess, Assist, 
Arrange

Public health officials and researchers are focus-
ing more attention on helping HIV patients 

quit smoking because it’s any extremely common 
behavior that has deleterious impact on their long-
term health.

Recent studies have shown an increased risk 
of cardiovascular and pulmonary disease among 
HIV-infected people who smoke cigarettes. For 
example, one study concluded that HIV-infected 
individuals who smoked more than one pack a 
day had double the lung cancer risk and four-
times the risk of death.1

This type of evidence is alarming because ciga-
rette smoking is very common among HIV popu-
lations, reaching as high as 70% having a lifetime 
history of smoking in some studies, says Hilary A. 
Tindle, MD, MPH, an assistant professor of medi-
cine at the University of Pittsburgh (PA). Tindle 
is involved in a study, funded by the National 
Cancer Institute, that provides a smoking cessation 
intervention for low-income smokers.

In the Veterans Aging Cohort Study (VACS), 
about 60% of HIV-positive individuals currently 
smoke, compared with 40% of non-HIV-infected 
individuals smoking, she adds.

The prevalence of smoking is much higher than 
the general population in both groups, but the 
HIV group is highest, Tindle says.

“An increased awareness of this important 
risk factor has emerged,” says Kristina Crothers, 
MD, an assistant professor at the University of 

Washington School of Medicine and Harborview 
Medical Center in Seattle, WA.

“We don’t have definitive data in an HIV popu-
lation, but based on data from uninfected popula-
tions, if you quit smoking you slow your decline 
in lung function,” she adds.

The problem is that changing these behaviors 
is challenging and requires HIV clinicians’ time 
when there already are multiple competing issues 
to be covered at every patient visit.

Tindle sees hospitalized HIV-positive patients 
who often have a high prevalence of mental ill-
ness, low socioeconomic status, and substance use 
problems – all of which make it more challenging 
to deal with their smoking habit.

For instance, low-income patients often have 
more trouble quitting smoking, Tindle says.

“They make fewer attempts, and if they do 
attempt to quit they relapse more often,” she 
adds. 

Add several other barriers and smoking cessa-
tion is no longer a simple process.

A `quadruple whammy’

“Each of these things alone—low income, men-
tal illness, cocaine/heroin/alcohol abuse—would 
make it difficult to treat their smoking problem,” 
Tindle says. “And these HIV-positive individu-
als often have all of these problems – making it a 
quadruple whammy.”

This is why an eight-week smoking cessation 
program is unlikely to achieve success.

“It seems HIV-positive individuals represent 
a particularly difficult case and may need more 
coordination in their care,” Tindle says. “It’s not 
a one-shot or two-or-three-shot deal.”

HIV clinicians should view smoking cessation 
programs as long-term interventions. It may take 
patients five or more attempts to quit smoking, 
she adds.

From the HIV practitioner’s perspective, this is 
a daunting task.

“There’s limited time to achieve all the things 
we want to achieve,” Crothers says. “How do you 
balance all the clinical needs you might have in 
caring for a patient in a short encounter?”

One strategy is to start with the Five A’s, as 
listed by the National Institutes of Health (NIH) 
in the “Quick Reference Guide for Clinicians: 
Treating Tobacco Use and Dependence.”

The Five A’s are as follows:
• ASK: Ask about tobacco use at every visit
• ADVISE: Urge all tobacco users to quit in a 
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clear, strong, and personalized message
• ASSESS: Assess patient’s willingness to make a 
quit attempt now or in the near future
• ASSIST: Aid the patient in quitting, using coun-
seling and/or pharmacotherapy to help
• ARRANGE: Arrange for a follow-up, preferably 
within the first week after the quit date.
• Interventions to help HIV patients quit smok-
ing likely will need to be multifaceted, including 
both pharmacological and behavioral strategies, 
Crothers and other experts say.

HIV patients often have mental health, sub-
stance use, and other problems that make smoking 
a difficult behavior to change.

“Tobacco dependence is a chronic disease, and 
patients will need repeated assistance to be smoke-
free,” Crothers adds.

It might help HIV clinicians to view smoking as 
a chronic health condition that requires a multi-
pronged approach, including the use of medica-
tions, such as topiramate (Topamax®), nicotine 
patches, nicotine gum, varenicline (Chantix®), 
and bupropion (Zyban®). They could refer 
patients to behavioral programs, including phone 
counseling, a quit line, group classes, web-based 
programs, and more formal behavioral therapy, 
Tindle suggests.

“And when they relapse, and most people 
will relapse, we get them back for another quit 
attempt,” Tindle says. “If we treat people over the 
long haul, they eventually will quit smoking.”
	
ReFeRenCe

1. Shiels M, Cole S, Mehta SH, et al. Lung cancer incidence 
and mortality among HIV-infected and HIV-uninfected injec-
tion drug users. JAIDS. 2010:55(4):510-515.  n

Special Report: HIV Smoking and drinking  

Pregnant pause: HIV 
and alcohol don’t mix
Alcohol a transport molecule for HIV

Even HIV patients who have only the pro-
verbial glass of red wine with dinner are at 

higher risk for poor outcomes than everyone once 
believed, experts say.

Doctors need to tell their HIV-positive patients 
that they should abstain from drinking just like 
pregnant women abstain from drinking because 

there is no evidence that even small amounts of 
red wine have any benefit for this population, 
says Kendall J. Bryant, PhD, director of alco-
hol and HIV/AIDS research in the Office of the 
Director, National Institute on Alcohol Abuse and 
Alcoholism (NIAAA) of the National Institutes of 
Health (NIH) in Rockville, MD.

“We see a lot of episodic people who go to par-
ties and drink heavily on the weekends, and that’s 
clearly very damaging,” he says.

“We have seen homeless people who drink 
to blackout and drink until they fall down, and 
that’s really damaging,” Bryant adds.

“The advice you give people is it’s really not 
good to drink at all,” he adds. “Even in very 
big samples of 24,000 male HIV patients, there 
didn’t seem to be any benefit from drinking, and 
this extends well beyond those who have alcohol 
dependence.”

Dealing with patients’ alcohol use is difficult 
because many people who drink enough to score 
high on screening tools do not see themselves as 
having a substance use problem, he notes.

Alcohol consumption goes hand-in-hand with 
smoking in an HIV population, says Matthew 
Freiberg, MD, MSc, an assistant professor of 
medicine and epidemiology at the University of 
Pittsburgh (PA).

“Alcohol can cause microbial translocation 
independent of HIV,” he says. 

Some HIV-positive patients also are infected 
with hepatitis C, which further damages their 
liver. So if they also drink alcohol, they risk fur-
ther inflammation and problems, he adds.

“We’re still trying to understand this but it may 
be that alcohol exacerbates cardiovascular disease 
because it enhances this immune activation that 
may increase cardiovascular risk,” Freiberg says. 
“Alcohol may be a really bad habit to have if you 
are HIV infected, and it may cause noncompliance 
and make microbial translocation worse.”

Alcohol has an additive and synergistic effect 
with HIV and HIV medications, Bryant says.

“There is a lot of flora and fauna in your 
gut that acts as an immunological barrier,” he 
explains. “Unfortunately, alcohol is really good at 
damaging those systems.”

Also, alcohol acts like a transport molecule for 
HIV, Bryant says.

“So you see there are these neurological junc-
tions damaged by alcohol that make the blood-
brain barrier much more permeable,” he says. 
“Overall, from a biological point of view, people 
who have been drinking heavily when they 
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became infected and have a history of heavy 
drinking probably also are harder to treat because 
they have some immune and organ issues and 
probably also have a different viral set point.”

From the HIV clinician’s perspective, the first 
step is to keep patients who use alcohol in treat-
ment.

“People who drink heavily tend to fail antiret-
roviral therapy really quickly, and many are on 
salvage therapy,” Bryant says. “They’ve exhausted 
all types of therapy and can sort of disappear out 
of care.”

Another strategy is to encourage patients to 
cut down on their alcohol consumption through 
a behavioral intervention that focuses on harm 
reduction.

“Those are fairly effective,” Bryant says. “We 
do get reductions in drinking with those, and 
we’re also trying out pharmacotherapies for alco-
hol treatment.”

More intensive behavioral approaches might 
include motivational interviewing that can be 
done in brief segments in a doctor’s office.

“These can be modified for HIV patients,” 
Bryant says. “Not only do you get reduced alco-
hol use, but these make patients more adherent to 
antiretrovirals and can reduce sexual risk behav-
ior.”

The Veterans Administration, which has the 
United States’ largest population of HIV-infected 
individuals, has guidelines related to HIV patients 
and alcohol use, he notes.

A VA report on the guidelines notes that as 
HIV therapies become more effective, the HIV 
patients’ health needs begin to mirror those of the 
general population and that problematic drinking 
often is undetected among HIV-infected veter-
ans. 

“Most of the AIDS issues focus on the virus, 
but what really kills patients now is their liver giv-
ing out or their heart getting damaged,” Bryant 
says.

“Now, we’re really focused on which interven-
tions work, and we’ve developed a whole opera-
tions approach,” he adds. 

“This is not to just add one more thing to what 
the physician has to do, but it’s an idea that if 
this is a critical issue in your population, then you 
should address it,” Bryant explains. “In the VA 
system, one-third of individuals would be identi-
fied as an alcoholic use disorder currently, and 
60% have a current or prior alcohol use disorder 
among men.”

HIV providers and clinics are moving into a 

world of interventions as they focus on alcohol 
and tobacco use, Freiberg says.

“If we reduce these risk factors then we will 
have an impact on cardiovascular disease and 
quality of life, and a whole host of outcomes,” he 
adds.  n

CDC issues new guidelines 
for community centers
Routine HIV testing, counseling update  

Emphasizing the importance of community 
health centers (CHCs) in HIV testing of at-risk 

populations, the  Centers for Disease Control and 
Prevention has issued new guidance that includes 
a testing algorithm and counseling advice. (See 
chart, p. 55.) 

CHCs are important places to offer HIV test-
ing because the patients who receive medical care 
there are often members of groups that may be 
at high risk of HIV infection, the CDC empha-
sized. Routine HIV and STD screenings not 
only provide the opportunity to educate patients 
about transmission of HIV and STDs, but also 
can allow people who are infected to receive care 
and services. Patients who seek care in CHCs are 
disproportionately low income, uninsured or pub-
licly insured, and members of minority races or 
ethnicities.

Adding routine HIV testing to a CHC starts 
with identifying the flow of patients’ visits. Each 
health center needs to map the current patient 
flow, identify where HIV testing is to occur, 
assign someone to administer the test, and deter-
mine who gives the results. In addition, documen-
tation of results needs to be confirmed. In health 
centers without Ryan White funding, a tracking 
system needs to be developed to ensure both that 
results are documented and that a reminder/recall 
system is in place to contact persons with reactive 
HIV tests or those with indeterminate results. 

The guidelines address the difficult issue of 
post-test counseling, offering recommendations 
that include the following: 

negative HIV test results: It is important to 
let the patient who has tested negative for HIV 
know that this result does not mean immunity 
from infection. Nor does it mean that the patient 
is not engaging in activities that continue to put 
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him or her at risk. For patients who continue to 
engage in risky behavior, it is important to iden-
tify barriers to risk reduction and to give informa-
tion about steps patients can take to minimize or 
eliminate possible exposure to HIV. The provider 
should address the importance of being re-tested 
if the patient has engaged in unsafe behaviors 
during the “window period”—the time period 
after exposure during which an HIV test will be 
negative. Determine whether there is a need for 
referrals to other social service organizations that 
treat co-factors such as substance abuse, mental 
illness, or addictive sexual behaviors. Explore how 
friends and family can support behavior change or 
whether these people may apply pressure to con-
tinue risky behavior. Identify how the health cen-
ter can play a role in supporting positive behavior 
changes.

Positive HIV-test results: As you prepare to 
tell a patient that the test result is preliminarily 
positive (rapid test) or confirmed as positive (con-
ventional test), be sure that there are additional 
supportive resources available to the patient, the 
CDC advised. This may mean a mental health 
counselor, social worker, or psychologist. If you 
are planning a post-test counseling session at the 
center, communicate with the appropriate staff 
in advance of the appointment so the time on the 
staff member’s schedule is blocked out for when 
the patient may need that person’s help. 

Remember, some patients might be better 
prepared to receive positive test results than oth-
ers, the CDC warned. The emotional impact of 
hearing these results may prevent patients from 
clearly understanding information in the post-test 
counseling session. Health centers should strongly 
consider partnering with local health department 
workers who may be able to assist with deliver-
ing results, with post-test counseling, and with 
partner services. These may be particularly impor-
tant resources for sites that lack social workers or 
other staff trained in this area.

Depending on the patient’s state of mind and 
behavior during the post-test counseling session, it 
might be appropriate to assess whether the patient 
is at risk of committing suicide or other violent 
behavior. If you have any concerns about the 
patient’s safety or the safety of others (for exam-
ple, a patient who may go after a partner whom 
he or she suspects of transmitting the virus), 
obtain the immediate assistance of a mental health 
counselor. 

After patients receive their positive results, usu-

ally from a health center provider they trust, they 
need to be informed about taking precautions 
regarding risky behavior, given the name of their 
contact at the health center, and given ways to 
contact additional sources of information, such as 
the health department and CDC hotline numbers 
(Call 1-800-CDC-INFO [1-800-232-4636], 24 
hours a day, 7 days a week, or email cdcinfo@cdc.
gov.) All patients should be offered confidential 
partners’ services through the health department. 
Participation in partners’ services should be vol-
untary and non-coercive.

(Editor’s note: The CDC guidelines 
“Implementation of Routine HIV Testing in 
Health Care Settings: Issues for Community 
Health Centers” are available t: http://1.usa.gov/
fljdZf)		n

Female condoms:
Empowered prevention
Market rapidly expands, use triples

Since its introduction in 2009, use of the non-
latex FC2 Female Condom (Women’s Health 

Co., Chicago) has grown. In fact, the number of 
FC2s distributed in the United States tripled in the 
past year.1

The cost of a pack of three FC2 Female 
Condoms ranges between $5.99 and $7.99.2

The FC2 is enjoying success in Washington, 
DC, where all 55 CVS drug stores carry it, and 
public heath officials in San Francisco kicked off a 
new FC2 awareness campaign on Feb. 14, 2011. 
Houston public health officials followed suit in 
March 2011 by initiating their own awareness 
campaign about the barrier protection method.

However, options in choice might encourage 
more women in selecting a prevention method. 
Two new female condoms are on the horizon: the 
Woman’s Condom developed by PATH in Seattle, 
and the Origami, under research by Strata Various 
Product Design in Culver City, CA.

The Woman’s Condom is a thin polyurethane 
pouch with several features that distinguish it 
from other designs. The pouch is packaged into a 
thin capsule (similar to an OB tampon) that helps 
with handling and insertion. When the capsule is 
inserted in the vagina, it quickly dissolves, allow-
ing the vaginal pouch to unfold. Four small foam 



May 2011 / AIDS AlERt® 	 57

shapes attached to the vaginal side of the pouch 
lightly adhere to the vaginal wall and help keep 
the pouch stable during sex.3

The sheath is made of 0.03 mm polyurethane 
film and allows good sensation and comfort. The 
soft, low profile outer ring fits snugly against the 
pubic region4.

Condom performance is evaluated through 
performance and failure mode studies. These stud-
ies of the Woman’s Condom in the United States, 
South Africa, and China indicate the Woman’s 
Condom performs well during use, with few clini-
cal failures. 

Two additional studies ongoing in the United 
States will provide additional data that will be 
submitted to the Food and Drug Administration 
(FDA). CONRAD, an Arlington, VA, reproduc-
tive health research organization, is conducting a 
performance and failure mode study, also includ-
ing prostate specific antigen (PSA) as a biomarker 
of semen exposure. Results from this study are 
expected by the end of 2011. The Eunice Kennedy 
Shriver National Institute of Child Health and 
Human Development is conducting a pivotal 
contraceptive effectiveness study of the Woman’s 
Condom during 2011 and 2012. Data will be sub-
mitted to FDA as part of a premarket approval 
application, according to Patricia Coffey, MPH, 
PhD, Woman’s Condom team leader and senior 
program officer at PATH.

Clinical studies in several countries indicate 
good acceptability with the Woman’s Condom.3,5-6 
PATH recently received a four-year grant from 
the Netherlands Ministry of Foreign Affairs that 
will support additional production scale up, 
regulatory applications, and production intro-
duction in China and sub-Saharan Africa. This 
new product development partnership, known 
as Protection Options for Women Product 
Development Partnership, seeks to advance the 
Woman’s Condom and expand affordable protec-
tion options for women. Other partners include 
the Shanghai (China) Dahua Medical Apparatus 
Company, CONRAD, and the Eunice Kennedy 
Shriver National Institute of Child Health and 
Development.

Progress is being made in bringing the Woman’s 
Condom to diverse markets. In December 2010, 
the condom was granted CE Mark approval. 
The approval certifies the condom meets prod-
uct quality standards for marketing in European 
Union countries. In addition, Dahua has sub-
mitted an application to the China Food and 

Drug Administration for clearance to market the 
Woman’s Condom in China. Response is antici-
pated in early 2011.

Origami in early studies

Further out in the research pipeline is the 
Origami female condom. The condom is made of 
a uniquely formulated silicone, says Ray Chavez, 
project coordinator at Strata Various Product 
Design in Culver City, CA. The material has been 
independently lab tested to have zero viral perme-
ability using one of the smallest viruses known, 
the Phi-X174 bacteriophage, states Chavez. The 
silicone has high elongation and tensile strength 
properties to guard against breakage.

The Origami is designed with a no-fumble 
insertion method, part of a patent-pending fea-
ture based on a user-friendly telescoping design. 
The condom is inserted as a small dome-shaped 
cap that lodges in the vagina. The condom then 
deploys to its full length at the start of inter-
course.

According to Chavez, the Origami is designed 
to optimize pleasure for both partners and 
simultaneously increase safety. The material is 
intended to simulate the properties of human tis-
sue to resemble “sex-without-a-condom.” “This 
is intended to make the [condom] more attractive 
to both men and women and increase correct and 
consistent female condom usage for those at risk,” 
states Chavez.

Future studies will address the condom’s poten-
tial as a reusable device for married couples. 
Preliminary experiments indicate the material 
can support multiple rigorous washings, cleaning 
agents such as bleach, and even microwave heat-
ing, says Chavez. The product also is designed to 
tolerate temperatures up to 425°F, which could 
help to extend its shelf life, he notes.

Research and development efforts to refine 
Origami prototypes were scheduled to be com-
pleted by April 2011. Preliminary prototypes were 
scheduled for human testing beginning in May 
2011, with testing completed in February 2012. 
Phase I research, funded by the National Institutes 
of Health, is being conducted in collaboration 
with the Women’s Global Health Imperative at 
the San Francisco office of RTI International, says 
Chavez.

The protocol includes two human volunteer 
studies. First is a user preference study, which 
will evaluate the design preferences and non-
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coital aspects of acceptability to identify which 
prototype is the most comfortable and acceptable. 
The second study is a couples’ acceptability and 
performance study, which will compare the per-
formance and acceptability of the preferred con-
dom prototype during sex to that of commercially 
available condoms. A Phase II study will follow. If 
successful, commercialization plans are anticipated 
mid-year in 2014, says Chavez.
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Nearing 30th anniversary 
of HIV/AIDS in the u.S.
Reflection, sharing encouraged 

The Centers for Disease Control and 
Prevention has set up a website to encourage 

commemoration and communication for the 30th 
anniversary of the first reports of AIDS in the 
United States: http://1.usa.gov/eueIpa

The first cases of AIDS were reported in June 
5th, 1981 in the CDC’s Morbidity and Mortality 
Weekly Report. Since that time people with HIV, 
researchers, clinicians, allied health professionals, 
non-profit organizations, the government, activ-
ists and many others have created a shared history 
as we have worked to overcome hurdles and cel-

ebrated advances in the HIV/AIDS epidemic in the 
United States, the CDC noted. 

“Despite our many successes, there is still much 
work to be done to stop an epidemic that has 
claimed the lives of more than half a million per-
sons in the United States—and more than 25 mil-
lion persons worldwide,” the CDC stated. 

To commemorate work that has been done 
since 1981, the CDC is sponsoring a slate of pro-
grams intended to bring together people involved 
in HIV work. In particular, the CDC is encourag-
ing an online community platform to share his-
toric records of events, personal stories, photos, 
videos and more. Access the Online Community at 
www.cdcnpin.org/communities/hivstory.  n 

Ongoing safety review of 
abacavir, possible MI risk

The Food and Drug Administration (FDA) is 
updating the public about its ongoing safety 

review of abacavir and a possible increased risk 
of heart attack. Abacavir is an antiviral medica-
tion used in combination with other antiretrovi-
ral drugs for the treatment of HIV-1 infection. 
Available medications that contain abacavir 
include Ziagen, Trizivir, and Epzicom. 

There has been conflicting information on the 
potential increased risk of heart attack with aba-
cavir treatment. An increased risk of heart attack 
(myocardial infarction or MI) has been seen in 
several observational studies and one randomized 
controlled trial (RCT) with abacavir. However, an 
increased risk of heart attack has not been seen in 
other RCTs and the safety database maintained by 
the drug manufacturer.

The FDA conducted a meta-analysis of 26 ran-
domized clinical trials that evaluated abacavir. 
This meta-analysis did not show an increased 
risk of MI associated with the use of abacavir. 
Healthcare professionals should continue to pre-
scribe abacavir according to the professional label. 
Patients should not stop taking their abacavir 
without first talking to their healthcare profes-
sional. 

The FDA will continue to communicate any 

FDA NotiFicAtioNs
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CNE/CME QUESTIONS

COMING IN FUTURE MONTHS

new safety information to the public as it becomes 
available. 

Here’s additional information for patients:
• Do not stop taking abacavir without talking to 

your healthcare professional. 
• Discuss any questions or concerns about abaca-
vir with your healthcare professional. 
• Report any side effects you experience to the 
FDA MedWatch program using the information in 
the “Contact Us” box at the bottom of the page.
Additional Information for Healthcare 
Professionals: 
• Continue to prescribe abacavir according to the 
professional label. 
• Be aware there are conflicting data on whether 
abacavir treatment increases the risk of MI. 
However, the FDA’s recent meta-analysis of 26 
RCTs found no statistically significant difference 
in MI events between patients who received aba-
cavir and those who did not. 
• Report adverse events involving abacavir to the 
FDA MedWatch program, using the information 
in the “Contact Us” box at the bottom of the 
page. 

The FDA’s primary objective was to explore 
the association of abacavir with MI. A literature 
search was conducted among four databases 
(International Pharmaceutical Abstracts [IPA], 
Intelos, Embase and Scopus) for all clinical trials 
that included a randomized abacavir treatment 
arm. The FDA manually reviewed the results 
of the search to identify RCTs that met the fol-
lowing criteria: conducted in adults, sample size 
greater than 50 subjects, trial status completed, 
not a pharmacokinetic trial, and not conducted 
in Africa. The Mantel-Haenszel method, with 
risk difference, odds ratio (OR), and a 95% con-
fidence interval (CI), was used for the primary 
analysis based on trial-level summaries; the unit 
of analysis was the subject, and the stratification 
factor was the trial. For trials with more than two 
arms, abacavir versus non-abacavir arms were 
compared. 

Data from 26 RCTs conducted from 1996 

n Drug resistant tB poses 
threat to HIV patients

n looking back, forward: 
three decades of U.S. 
AIDS

n Oral and topical PrEP 
prospects on horizon

n Microbicide outlook 
grows brighter

13. New research shows that HIV-positive patients 
have an increased risk of which of these diseases?

A. Chronic obstructive pulmonary disease (COPD)
B. lung cancer, pulmonary fibrosis
C. Cardiovascular disease
D. All of the above

14. In the Veterans Aging Cohort Study (VACS), ap-
proximately what percentage of HIV-positive 
individuals currently smoke?

A. 40% 
B. 60%
C. 80%
D. 90%

15. According to large cohort studies of HIV-positive 
populations, what amount of alcohol consump-
tion is considered safe or even beneficial?

A. 1 glass of wine per day
B. 2 drinks per week
C. 3 glasses of wine per week
D. None

Answers: 13. D; 14. B; 15. D

to 2010 (16 trials from the drug manufacturer 
database, 5 from the AIDS Clinical Trials Group 
(ACTG), and 5 from academic centers were 
included in the meta-analysis conducted by FDA.) 
The MI outcomes were reported for 9868 subjects 
randomized to receive either an antiretroviral 
regimen that included abacavir or a non-abacavir 
containing comparison drug regimen. A total of 
46 MI events were reported, including 24 MI 
events from 5028 subjects randomized to an 
abacavir-containing regimen and 22 MI events 
from 4840 subjects randomized to a non-abacavir 
regimen. No statistically significant association 
between MI and the abacavir-containing regimen 
was detected (Mantel-Haenszel OR 1.02, 95% 
CI 0.56 – 1.84). For a review of this meta-anal-
ysis, see http://www.retroconference.org/2011/
Abstracts/42436.htm 

Abacavir sulfate tablets 
tentatively approved 

On March 4, 2011, the Food and Drug 
Administration (FDA) granted tentative approval 
for abacavir sulfate scored tablets for oral sus-
pension, 60 mg, indicated in combination with 
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CNE/CME OBJECTIVES

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

Physicians and nurses participate in this medical 
education program by reading the issue, using the 
provided references for further research, and study-
ing 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 confu-
sion 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 provid-
ed to receive a letter of credit. When your evaluation 
is received, a letter of credit will be mailed to you.
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other antiretrovirals for the treatment of HIV-1 
infection in pediatric patients. Reviewed under 
the expedited review provisions of the President’s 
Emergency Plan for AIDS Relief (PEPFAR), this 
product is manufactured by Cipla Limited of 
Mumbai, India.

“Tentative approval” means that FDA has con-
cluded that a drug product has met all required 
quality, safety and efficacy standards, but is not 
eligible for marketing in the U.S. because of exist-
ing patent protections. Tentative approval does, 
however, make the product eligible for purchase 
outside the United States under the PEPFAR pro-
gram.

As with all generic applications, FDA con-
ducts an on-site inspection of each manufacturing 
facility, and of the facilities performing the bio-
equivalence studies, 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 prior to granting approval 
or tentative approval to these applications. 

You can find a complete list of all Approved 
and Tentatively Approved Antiretrovirals in 
Association with the President’s Emergency Plan 
on the FDA web site.  n


