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Large Trial Will Evaluate Vaccine’s Ability to Prevent Tuberculosis Disease

Multi-site study underway in Africa
Siaya, 13th March 2015 – KEMRI and Aeras today announced the initiation of a large, multi-country Phase IIb clinical trial to evaluate the ability of a novel vaccine candidate to prevent tuberculosis disease in adults.

Aeras and GlaxoSmithKline Vaccines, S.A. (GSK) will jointly conduct the double-blind, randomised, placebo-controlled study to evaluate the efficacy, safety and immunogenicity of GSK’s proprietary vaccine candidate M72/AS01E*. The trial will enroll more than 3500 healthy adults, with latent (asymptomatic) TB infection (LTBI), ages 18-50, in TB-endemic sub-Saharan African countries, starting in South Africa. Enrolment is ongoing and there will be a 36-month follow-up, yielding study results in 2018.

“Kenya has been ranked among the top 13 in the 22 countries burdened with TB globally. An effective vaccine to prevent TB disease would have a dramatic impact on quality of life of many Kenyans and also it will reduce the prevalence rate by a great margin,” said Prof. Solomon Mpoke, Director KEMRI.

TB is one of the most deadly infectious diseases in the world. A TB patient with active disease can infect up to 15 people simply by coughing, sneezing or talking. The emergence and spread of drug-resistant forms of TB are expensive and difficult to diagnose and treat, complicating multinational efforts to control the global epidemic. Bacille Calmette-Guerin (BCG), the only current TB vaccine, is one of the most widely administered vaccines globally. While it prevents some forms of TB in young children, most of the spread of TB comes from adults, and BCG’s widespread use in infants has failed to control the global epidemic. Revaccination of adolescents and adults with BCG does not appear in multiple studies to be an effective approach to TB control.
The most effective way to stop an epidemic like TB is to prevent its spread. As with every other major infectious disease in the history of mankind, prevention through vaccination would be the most cost-effective tool in eradicating disease burden. An effective TB vaccine for adolescents and adults is crucial to get ahead of transmission and drive game-changing reductions in disease burden.

“The essence of the study is to develop a vaccine which will prevent the progression of TB from latent TB to active TB, that is a vaccine that will stop the sleeping bug from waking up” Dr. Videlis Nduba, Principal Investigator of Adult Vaccine study at KEMRI’s Centre for Global Health Research.
GSK’s proprietary vaccine candidate M72/AS01E comprises an immunogenic fusion protein (M72) derived from twoM. tuberculosis antigens (Mtb32 and Mtb39), evaluated in human and animal studies over several years and the AS01E adjuvant system. In early clinical trials, this vaccine has proven effective in mobilizing immune cells believed to play a key role in protecting against TB disease.
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