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	Aim: 
We present persistence of vaccine efficacy (VE) of a single RSVPreF3 OA dose, along with VE and safety of annual revaccination dose, over 2 RSV seasons.

Methods: 
In this phase 3, placebo-controlled, multi-country study (NCT04886596), adults aged ≥ 60 were randomized 1:1 to receive RSVPreF3 OA or placebo before RSV season 1. RSVPreF3 OA recipients were then re-randomized 1:1 before RSV season 2 to receive a second RSVPreF3 OA dose (RSV_annual group) or placebo (RSV_1dose group); participants who received placebo pre-season 1 received an additional placebo dose (placebo group). VE against first occurrence of RSV-LRTD, severe RSV-LRTD, RSV-LRTD by age, baseline comorbidity and frailty status, and RSV-related acute respiratory illness (ARI) was assessed over 2 seasons. Reactogenicity and safety were also evaluated.

Results: 
Of 24,973 participants vaccinated before season 1, 24,967 were included in the current VE analyses (RSV_annual: 6,242; RSV_1dose: 6,227; placebo: 12,498). The median follow-up over 2 seasons was 17.8 months. VE of a single dose of RSVPreF3 OA against RSV-LRTD over 2 seasons was 67.2% (97.5% confidence interval [CI]: 48.2–80.0); VE of annual revaccination over 2 seasons was 67.1% (97.5% CI: 48.1–80.0). Sustained VE was observed over 2 seasons against severe RSV-LRTD, against RSV-LRTD among participants 60–69 YOA, 70–79 YOA, those with ≥ 1 baseline comorbidity of interest, pre-frail participants and against RSV-ARI (Figure 1). The reactogenicity (Figure 2) and the safety profile of the second RSVPreF3 OA dose was acceptable.

Conclusion: One dose of RSVPreF3 OA is efficacious against RSV-LRTD in adults ≥ 60 YOA over 2 full RSV seasons, as well as against severe RSV-LRTD, and in adults with advanced ages and underlying comorbidities. Revaccination after 1 year does not appear to confer additional efficacy benefit for the overall population. The clinical program will assess persistence and optimal revaccination timing.
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