
FDA approves first drug to prevent HIV infection
Bob Roehr

Washington, DC

The US Food and Drug Administration this week approved for
the first time a drug for use in the prevention of HIV infection.
The drug, Truvada, is one of the most commonly used
components of an anti-HIV “cocktail” regimen in the United
States and Europe.
Truvada is two drugs combined in a single pill, tenofovir
disoproxil fumarate and emtricitabine. Its preventive use is
commonly referred to as PrEP (pre-exposure prophylaxis).
Studies in different groups at high risk of infection have shown
its efficacy.1

It was approved “to reduce the risk of HIV infection in
uninfected individuals who are at high risk of HIV infection
and who may engage in sexual activity with HIV-infected
partners,” said Debra Birnkrant in a telephone press conference
with reporters. She is director of the Office of Antimicrobial
Products at the FDA’s Center for Drug Evaluation and Research.
Although the incidence of HIV in the US has held steady for
about a decade, at about 50 000 new infections a year, it has
increased in some groups, notably young men from ethnic
minority groups who have sex with men, she said. “These data
show that treatment and new prevention methods are needed in
order to have a major impact on the HIV epidemic in this
country.”
She added, “Truvada for PrEP represents another effective,
evidence based approach that can be added to other prevention
methods to help reduce the spread of HIV . . . [when] used daily
as part of a comprehensive HIV prevention strategy that includes
other prevention measures.”
After concerns discussed at an advisory committee meeting in
May, the FDA has added a “black box warning” to the label
requiring that “a negative HIV test must be documented before
prescribing the drug and throughout use of PrEP.”
The FDA’s risk evaluation and mediation strategy requires
counsellor education and training for those who prescribe PrEP.
Patients will be given educational materials and urged to sign
“a contract” to be placed in their file stating that they understand
the need for strict adherence to the daily regimen and for
quarterly testing for HIV.

Some people fear that PrEP might lead to “disinhibition” and
hence greater risk of infection because of riskier sex and less
condom use. Birnkrant said that the placebo controlled studies
did not support that fear. Furthermore, she said, there is reason
to believe that adherence might increase in real world use
because people know that they are being prescribed a drug
whose effectiveness has been proved.
The drug has been widely used for a decade and is generally
well tolerated. There are some long term problems of bone and
kidney toxicity that are “for the most part manageable, can be
monitored,” and are reversed on discontinuation of treatment,
said Birnkrant.
Support for PrEP has been widespread but not universal among
those working in HIV prevention and treatment. One vocal
opponent has been the AIDS Healthcare Foundation, a large
provider of HIV care that is based in Los Angeles but that has
clinics in several states and internationally.
“Widespread use of PrEP has all the makings of a public health
disaster: increased HIV infections, drug resistant strains of HIV,
and tens of thousands of damaged kidneys,” said the
foundation’s president, Michael Weinstein, in March, when it
filed a “citizens’ petition” with the FDA to delay or deny
approval of the drug for prevention.
Gilead Sciences, which makes the drug, has said that it will
work with public health officials and community groups tomake
sure that the drug is available to those who need it most. This
is likely to include price discounts.
There are no estimates of how widespread use of PrEP might
become. Leading health insurance companies have stated that
they will cover the cost of the drug for a PrEP indication once
it is approved.
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