In this multicenter, randomized, double-blind and placebo-controlled phase IIb trial a total of 225 healthy volunteers aged 18-60 years were randomized 1:1:1 to receive two administrations of M-001 at low (0.5 mg) or high dose (1.0 mg), or saline as placebo. All subjects received a partial, sub optimal dose of an AlPO4-adjuvanted H5N1 investigational pre-pandemic influenza vaccine as a third administration. All administrations were given intramuscularly with a 21 ± 2 days interval. Blood samples were taken from all subjects on days 0 and 42 to assess cell mediated immune responses. Adverse events were followed throughout the whole study period of 180 days. The primary objective of this study was to characterize the cellular immune responses induced by M-001 and its safety. 
[bookmark: _GoBack]Results. The M-001 vaccine was safe and well tolerated at both doses. A significant increase in responders for Th1-cell markers including IFN-g, TNF-a and IL-2 was observed for both vaccine groups as compared to placebo, while no significant increase in responders for Th2-cell markers or CD8+ T-cells was detected. 

