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The Clinical Trial: Healthy adults (N = 150; mean age 31.3 years; 59% female) palivizumab-like antibody levels near the competition assay LLOQ. On Day 60, placebo
were enrolled in 6 cohorts, each including 20 active vaccine and 5 placebo Panel 2. RSV F Nanoparticle Vaccine Elicits Antibody Responses to recipients had an unchanged distribution, but active vaccinees (in red) showed an increase
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Table 1: 50% Inhibitory GMTs and Calculated Palivizumab-like Activity in Subject Sera
1: Comparative Increases in RSV/A MN Titer and anti-F IgG ELISA Titer 3: Antibodies Competitive with Palivizumab are Present in
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;?" A B ; Table 2: Impact of Defined Palivizumab Inputs on MN Activity in Human Adult Sera
E _ Baseline MN GMT Fold-increase of MN GMT with Added Palivizumab
-%’ s {]_5_: ............................ ..... : ...... ..... ................................... ................ ........ ....... ..... ....... ................ ........ ......... Palivizumab 0 40ug/m|_ 80ug/m|_ 120ug/m|_
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panel 1. RSV Neutralizing Responses Appear to Lag anti-F Responses: Panel 3. Palivizgmab Competit_ion_ ELISA with Human Serum Before ano Aftgr Conclusions:. o | | |
MN antibody responses occur in the active groups, but anti-F responses are RSV-F Nanoparticle Inmunization: ELISA plates were coated with RSV F protein * Robust anti-F protein immune responses to the insect cell-derived RSV F protein
much more dynamic Whereas baseline anti-F 1gG titers spanned a more limited antigen at Zug/mL. Pre- and post-immunization sera were senially diluted, spiked nanoparticle vaccine are enriched in antibodies to the highly-conserved and
range, baseline microneutralization titers varied over a >32-fold range. The with 50ng/mL biotinylated palivizumab, and then incubated In the coated plates. clinically important F protein antigenic site Il, which contains the palivizumab and
vaccine induced substantial MN responses in subjects with low MN baselines Enzyme-conjugated streptavidin was used to detect palivizumab bound to the plate. motavizumab binding sites.

A four-parameter fit was generated and the serum dilution yielding 50%

(geometric mean 3.9-fold rises in those in the lowest 1/3 of the population), but - e .  Levels of palivizumab-like activity achieved by the vaccine are commensurate with
palivizumab binding inhibition was interpolated.

overall fold- rises were limited by the 1/3 of subjects with high baseline values those that have been efficacious when passively administered to infants, and
(where <2-fold responses were noted). ' vaccine-induced increases in serum MN activity are closely similar to those
produced by spiking sera with comparable concentrations of palivizumab.

 Further clinical development of this RSV F protein vaccine candidate is warranted.
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