Introduction

Results

• RSV causes lower respiratory tract infection in children, the
immunosuppressed, and older adults
• Objective: to assess the safety and immunogenicity of a novel
RSV vaccine using a synthetic peptide representing the
ectodomain of the Short Hydrophobic protein of RSV (SHe),
formulated in the lipid and
oil-based vaccine platform
DepoVaxTM
• NCT02472548

• Day 236 followup completed on all participants
• 40 participants enrolled; mean age 55.3 years (SD 3.97); 72.5% female
• Antigen specific immune responses (collected Days 0, 7, 28, 56,63, 84 and 236) were
detected at Day 28, so all participants randomized to RSV-ALUM received placebo for
dose 2
• Pain was the most common local adverse event (AE) (Figure 1); 14/15 had Grade 1 pain;
no swelling or redness occurred Day 0-6
• Drowsiness (all Grade 1) and muscle aches (0-25% per group; 7 subjects rated Grade 1
and 1 rated Grade 3) were the most common general AE (Figure 2)
• AEs did not increase after dose 2
• All hematological and biochemistry measurements remained within acceptable limits

Methods
• Design: first-in-humans phase 1 randomized observerblind controlled clinical trial at one center
• Eligibility: healthy persons 50 to 64 years of age
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If any participant in
the Step 1 RSV-ALUM
group had anti-RSV
antibody at Day 28,
then Dose 2 for Steps
1 and 2 for this group
was placebo

%

• Unsolicited AE occurred in 25-75% of subjects per group
(Figure 3)
• Medically attended AEs occurred in all groups except RSVALUM 10 µg (n=8)
• No potentially immune mediated or serious AEs occurred
• At Day 84, 75% of Step 1 and 100% of Step 2 DPX-RSV
demonstrated antigen specific immune responses

Discussion
• A novel RSV antigen combined with a novel lipid and
oil based vaccine platform, given by the intramuscular
route in a two dose schedule, had an acceptable
safety profile
• Antigen specific immune responses were detected at
Day 28
• Anti-SHe antibody titers increased throughout the
observation period, with an apparent dose-response
relationship
• Immune responses and AE followup to Day 236 are
forthcoming

Figure 4. Immunogenicity (anti-SHe A ELISA) days 28, 56, 63, 84
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Post Dose 1

vaccine platform that promotes specific type-1 but not Treg/Tr1-type responses. J

Post Dose 2

Step 1 DPX-RSV(A) = 6/8 (75%) subjects with immune responses (4/6 before second vaccination)
Step 2 DPX-RSV(A) = 8/8 (100%) subjects with immune responses (5/8 before second vaccination)
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