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MALARIA VACCINE INITIATIVE

RTS,S Malaria Vaccine Clinical Trials

The RTS,S Malaria kills close to one million people a year worldwide and sickens millions more,
Malaria Vaccine most of them children living in sub-Saharan Africa. The international community
Candidate urgently needs a safe and effective vaccine to control the disease. A vaccine, even a

partially effective one, is a necessary component of a comprehensive malaria program
and could potentially save hundreds of thousands of lives a year. RTS,S is the world’s
most advanced malaria vaccine candidate and the first to demonstrate in clinical trials
that it can protect young children living in malaria-endemic areas against infection and
clinical disease caused by Plasmodium (P.) falciparum, the most deadly form of the
malaria parasite.

The RTS,S malaria vaccine candidate was created in 1987. Its early development was
undertaken by GlaxoSmithKline (GSK) Biologicals, the vaccine division of GSK, in close
collaboration with the Walter Reed Army Institute of Research (WRAIR). In January
2001, GSK and the PATH Malaria Vaccine Initiative (MVI)—with support from the Bill &
Melinda Gates Foundation—entered into an agreement to develop the vaccine for
infants and young children, with a geographic focus on sub-Saharan Africa.

The RTS,S vaccine candidate is a recombinant protein that fuses a part of the P.
falciparum circumsporozoite (CS) protein with the hepatitis B surface antigen. Com-
bined with a proprietary GSK adjuvant system, RTS,S induces the production of
antibodies and T cells that are believed to diminish the capacity of the malaria parasite
to infect, survive, and develop in the human liver. In addition to inducing partial protec-
tion against malaria, the RTS,S vaccine candidate is also designed to protect against
hepatitis B, a severe form of hepatitis and an important etiological factor in end-stage
liver disease and liver cancer.

RTS,S Results Clinical evaluation of RTS,S began in adults in the United States and Belgium in 1992.
To Date Results of a trial of more than 2,000 children, started in 2003 in southern Mozambique,

demonstrated the feasibility of administering a malaria vaccine in children. Findings
from this trial, published in 2004 and 2005 in the medical journal The Lancet, showed
that RTS,S was effective for at least 18 months in reducing clinical malaria by 35
percent and severe malaria by 49 percent, thus establishing RTS,S as the most
advanced malaria vaccine candidate. Recent data, published on October 17, 2007,
showed that RTS,S reduced infection by 65 percent over three months of follow-up,
after a full vaccination course in infants—the group most vulnerable to malaria. The
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