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HIV Vaccine Regimen Cuts Infections by 31%

BY MICHELE G. SULLIVAN

n investigational HIV vaccine reg-
Aimen being tested in Thailand has

been shown to reduce new infec-
tions by 31%.

The placebo-controlled study, consist-
ing of a prime vaccine and three boost-
er shots, was conducted in more than
16,000 Thai citizens who were HIV neg-
ative at baseline. After a 3-year follow-up
period, infections occurred in 74 of those
who received placebo and 51 of those
who received the active vaccine—a 31%
rate reduction, according to a statement
issued by Global Solutions for Infectious
Diseases, the company that produces
the booster dose.

The reduction was statistically signifi-
cant, with a P value of .04, the statement
said. There were no significant safety
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concerns noted at any of the six safety
monitoring points during the trial.

The RV144 trial is the first HIV vaccine
study to show significant disease reduc-
tion, Dr. Anthony S. Fauci said in a state-
ment issued by the National Institutes of
Health.

“These new findings represent an im-
portant step forward in HIV research,”
said Dr. Fauci, director of the National
Institute of Allergy and Infectious Dis-
eases. “For the first time, an investiga-
tional HIV vaccine has demonstrated
some ability to prevent HIV infection
among vaccinated individuals. Addition-
al research is needed to better under-
stand how this vaccine regimen reduced
the risk of HIV infection, but certainly
this is an encouraging advance for the
HIV vaccine field.”

The priming vaccine, Sanofi Pasteur’s
ALVAC-HLV, is a modified canarypox
vaccine. The booster dose, AIDSVAX
B/E, is a glycoprotein 120 vaccine. The
trial began in October 2003. The vaccines
are based on the subtype B and E HIV
strains, which commonly circulate in
Thailand. The subtype B is the one most
commonly seen in the United States.

“Separate versions of the vaccine may
have to be manufactured and developed
for HIV strains that predominate else-
where in the world, including North
America,” the GSID statement noted.

The trial comprised noninfected vol-
unteers aged 18-30 years who were con-
sidered at risk of contracting HIV.
Women comprised 40% of the study
population.

Participants who acquired HIV during
the trial were given free access to HIV
therapy, including highly active anti-
retroviral therapy, according to the Na-
tional Institutes of Health statement.

At baseline, participants received HIV
protection counseling. They then re-
ceived the active vaccine or placebo;
these were administered again at months
1, 3, and 6. The booster or placebo was
also given at months 3 and 6. Subjects
were tested for HIV infection every 6
months for 3 years.

The vaccine did not meet its sec-
ondary end point, failing to reduce the
amount of HIV circulating in the blood
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of those who became infected during
the trial. But because of its success in re-
ducing incident infections, investigation
into the prime-boost regimen will con-
tinue, the U.S. Military HIV Research
Program said in a statement. “Because
RV144 is designed to examine plasma
viremia soon after infection, trial col-
laborators have undertaken a second
study, RV152, to follow infected indi-
viduals over a longer period of time. The

results of this study will help to establish
the durability of the vaccine effect, if
any, on viral load, and assess whether
this effect is associated with improved
clinical outcome.”

The cosponsors of the RV144 trial are
the United States Army Medical Re-
search and Material Command, the Na-
tional Institutes of Allergy and Infec-
tious Diseases, and the Thailand Ministry
of Public Health. [ ]
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AMRIX—the shape of once-daily
treatment for muscle spasm.

AMRIX (Cyclobenzaprine Hydrochloride Extended-Release Capsules) is indicated as an adjunct to
restand physical therapy for relief of muscle spasm associated with acute, painful musculoskeletal
conditions. Improvement is manifested by relief of muscle spasm and its associated signs and

symptoms; namely, pain, tenderness, and limitation of motion. AMRIX should be used only for
short periods (up to 2 or 3 weeks). AMRIX has not been found effective in the treatment of
spasticity associated with cerebral or spinal cord disease or in children with cerebral palsy.

AMRIXs contraindicated in patients who are hypersensitive to any of its components. AMAIX
is contraindicated with concomitant use of menoamine oxidase (MAQ) inhibitors or within
14 days after their discontinuation. AMRIX may have life-threatening interactions with MAQ
inhibitors. AMRIX is contraindicated during the acute recovery phase of myocardial infarction;
in patients with arrhythmias, heart block conduction disturbances, or congestive heart failure; or
in patients with hyperthyroidism. AMRIX may enhance the effects of alcohol, barbiturates, and
other CNS depressants. AMRIX should not be used in elderly patients or in patients with impaired

hepatic function. In clinical trials, the most commonly reported adverse reactions (>3%) with

AMRIX were dry mouth, dizziness, fatigue, nausea,

32 dyspepsia, and constipation.
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