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• Approved by the U.S. FDA for adults aged 

60+; also approved in other international 

regions for adults aged 60+ including 

Australia, Switzerland, Taiwan and the UK

• Approved by the U.S. FDA in adults aged 18–

59 at increased risk for RSV disease
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1.https://www.nejm.org/doi/full/10.1056/NEJMoa2307079?query=featured_home



© 2025 Moderna, Inc. All rights reserved.8

•

•



© 2025 Moderna, Inc. All rights reserved.9



© 2025 Moderna, Inc. All rights reserved.10

(N = 18,112) (N = 18,045)

% 

% 

% 

%

•

•
1. Shortness of breath was a post hoc analysis
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 (47.7%)  (32.9%)

 (4.0%)  (2.9%)
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Note: Data are from the Per-Protocol Efficacy Set analysis population, 14 days to 12 months post-injection.
CHF, congestive heart failure; CI, confidence interval; COPD, chronic obstructive pulmonary disease; LRTD, lower respiratory tract disease; mRNA, messenger ribonucleic acid; RSV, respiratory syncytial virus; RT-PCR, reverse 
transcription polymerase chain reaction; VE, vaccine efficacy.
1Comorbidities of interest include COPD, asthma, chronic respiratory disease, diabetes, CHF, advanced liver disease, or advanced renal disease. 2Protocol-defined RSV-LRTD with ≥2 and ≥3 symptoms is based on eligible 
symptoms onset within a timeframe of +/- 14 days from positive RSV RT-PCR collection date. 3The time to first occurrence of protocol-defined RSV-LRTD with ≥2 or ≥3 symptoms will be calculated as date of case — date of 
randomization + 1. 4VE is defined as 100% x (1 — hazard ratio [mRNA-1345 vs. placebo]). The CI for VE is based on a stratified Cox proportional hazard model with Efron's method of tie handling and with the treatment group 
as a fixed effect, adjusting for stratification factors at randomization.
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F, fusion; LNP, lipid nanoparticle; mRNA, messenger ribonucleic acid; RSV, respiratory syncytial virus. 
1. Crank MC, et al. Science. 2019;365:505-509. 2. McKekkan JS, et al. Science. 2013;342(6158):592-598. 3. Aranda SS, Polack FP. Front Immunol. 2019;10:1006. 4. Chen GL, et al. Open Forum Infect Dis. 2022;9(suppl 2):ofac492.312. 
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Note: Study schedule data are from the Randomization Set analysis population. Data cut-off for analysis was 30 November 2022.

Solicited local and systemic adverse reactions were collected up to 7 days post-injection; unsolicited adverse events were collected up to 28 days post-injection; medically attended adverse events, adverse events of special interest, serious adverse events, and 

adverse events leading to withdrawal are collected up to 24 months post-injection. 

ARD, acute respiratory disease; D, day; LRTD, lower respiratory tract disease; M, month; mRNA, messenger ribonucleic acid; RSV, respiratory syncytial virus.

1. ClinicalTrials.gov. NCT05127434. https://clinicaltrials.gov/ct2/show/NCT05127434. 

2. Enrolment numbers as of 31 October 2022
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Note: Data are from the Safety Set analysis population as of 30 November 2022.
A TEAE is defined as any event not present before exposure to study vaccination or any event already present that worsens in intensity or frequency after exposure. Severe TEAEs include both unsolicited severe TEAEs and ≥ 

grade 3 solicited ARs that meet SAE criteria or last beyond 7 days after injection. 
Medically Attended TEAEs include ED/urgent care, outpatient physician visits and per-protocol illness visits.
aParticipants who did not report any serious TEAE are included in the summary of “non-serious.”
AR, adverse reaction; ED, emergency department; mRNA, messenger RNA; SAE, serious adverse event; TEAE, treatment-emergent adverse event.

     n    %
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Data are from the Per-Protocol Efficacy Set analysis population.
VE is defined as 100% x (1 — hazard ratio (mRNA-1345 vs placebo).
*CI for VE is based on a stratified Cox proportional hazard model, with Efron's method of tie handling and with treatment group as a fixed effect, adjusting for stratification factors at randomization.
Red dotted reference line indicates lower bound used to declare success for VE. 
Adjusted CIs: Overall RSV-LRTD with ≥2 symptoms, 95.88%; Overall RSV-LRTD with ≥3 symptoms, 96.36%; Overall RSV-ARD, 95% CI.
ARD, acute respiratory disease; CI, confidence interval; LRTD, lower respiratory tract disease; mRNA, messenger ribonucleic acid; RSV, respiratory syncytial virus; VE, vaccine efficacy.
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Data are from the Per-Protocol Efficacy Set analysis population.
VE is defined as 100% x (1 — hazard ratio (mRNA-1345 vs placebo).
*CI for VE is based on a stratified Cox proportional hazard model with Efron's method of tie handling and with treatment group as a fixed effect, adjusting for stratification factors at randomization
Red dotted reference line indicates lower bound used to declare success for VE. 
Adjusted CIs: Overall RSV-LRTD with ≥2 symptoms, 95.88%; Overall RSV-LRTD with ≥3 symptoms, 96.36%; RSV-A and B subtype, 95% CI.
CI, confidence interval; LRTD, lower respiratory tract disease; mRNA, messenger ribonucleic acid; RSV, respiratory syncytial virus; VE, vaccine efficacy.
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Data are from the Per-Protocol Efficacy Set analysis population.

ARD, acute respiratory disease; mRNA, messenger ribonucleic acid; RSV, respiratory syncytial virus.



© 2025 Moderna, Inc. All rights reserved.45



© 2025 Moderna, Inc. All rights reserved.46





© 2025 Moderna, Inc. All rights reserved.47

Interim data, Per-Protocol analysis set.
Participants were randomised to receive one dose of mRNA-1345 (12.5, 25, 50, 100, or 200 µg; n=47–48 each) or placebo (n=59). 
1/2 of the participants dosed with mRNA will get a booster at the same dose-level as the initial dose, at 12 months 
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SAR, solicited adverse reactions; AEs, adverse events; SAE, severe adverse events; AESI, adverse events of special interest 
Placebo (n = 55); mRNA-1345 12.5 µg (n = 46); mRNA-1345 15 µg (n = 44); mRNA-1345 50 µg (n = 47); mRNA-1345 100 µg (n = 47); mRNA-1345 200 µg (n = 47)
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