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Media Fact Sheet

M72/AS01E Phase 2b Clinical Study Final Results
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The Highlights
· In a Phase 2b study, GSK’s vaccine candidate M72/AS01E demonstrated a sustained level of protection against active tuberculosis.
· The final results were published on October 29, 2019 in the New England Journal of Medicine and presented at the TBScience Day as part of the 50th Union World Conference on Lung Health in Hyderabad, India.

The Details
· The final results showed that the candidate vaccine contributed to preventing TB in those participants vaccinated with M72/AS01E in the trial.
· Of the 39 positive cases of active pulmonary TB disease confirmed in the trial, 13 were in the M72/AS01E group compared with 26 in the placebo group. This represents a vaccine efficacy of 50%.
· M72/AS01E demonstrated an acceptable safety profile during the trial.
· The objective of the study was to assess whether M72/AS01E could prevent a significant number of TB disease cases in HIV-negative adults with latent TB infection compared to placebo, and whether the vaccine had an acceptable safety and tolerability profile.
· The study was a GSK-sponsored Phase 2b randomized, double-blind; placebo-controlled study conducted at 11 sites in Kenya, South Africa, and Zambia, in tuberculosis (TB) endemic regions.
· The study was conducted in partnership with GSK and IAVI.
· M72/AS01E is comprised of a GSK-owned antigen and adjuvant.
· The final analysis was conducted after 36 months of follow-up.
· A primary analysis was conducted after 24 months of follow-up and published in the New England Journal of Medicine in September 2018.

The Impact
· These results demonstrate that for the first time in almost a century, the global community potentially has a new tool to help provide protection against TB.
· The development of this candidate vaccine is an example of the importance of partnerships between organizations and funders committed to using their complementary scientific expertise and technology to advance the fight against diseases that impact global health.

The Future
· GSK is working with partners to build an end-to-end model to further develop the candidate vaccine and ensure it is progressed diligently. 
· IAVI remains committed to working in partnership with a number of global organizations to develop a robust pipeline of TB vaccine candidates that could help stop the urgent, global TB epidemic.   
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