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Study Objectives
Primary objective:

• To assess the safety and tolerability 
of remdesivir in children aged 
between birth and less than 2 years 
of age with RSV-associated LRTIs

Secondary objectives:
• To evaluate the antiviral effect of 

remdesivir in nasopharyngeal RSV 
RNA virus

• To evaluate the clinical effect of 
remdesivir 

https://www.cardiff.ac.uk/news/view/2393224-remdesivir-approved-by-the-fda-to-treat-covid-19 LRTI, lower respiratory tract infection; RSV, respiratory syncytial virus.









Primary analysis 
results

Safety, Virological Efficacy and Clinical Efficacy



Baseline Characteristics of Participants

Characteristics RDV+SOC
N=59*

SOC
N=61

Sex (male) 33 (56%) 31 (51%)

Age at randomization (months) 10.3 (5.1-17.8) 12.1 (6.3-18.0)

Body weight (kg) 8.2 (6.7-10.0) 9.0 (6.7-10.0)

Time from symptom onset to randomization (days) 4 (3-5) 4 (3-5)

Time from symptom onset to randomization ≤3 days 29 (49%) 21 (34%)

RSV RNA viral load (log10 copies/mL) 5.9 (5.1-6.8) (N=58) 6.2 (5.2-6.8)

Pediatric Respiratory Severity Score† 3 (3-4) 3 (3-4)
Abbreviations: LLOQ, lower limit of quatification; RDV, remdesivir; SOC, standard of care. Data are presented as n (%) or median (Q1 -Q3).
*Unless otherwise specified; †Possible range: 0 to 5; higher scores indicate greater severity.

Baseline participant characteristics were comparable across study arms

• During July to September 2025: 120 participants were enrolled (RDV+SOC: 59; SOC: 61)
• 119 included in safety and clinical analyses (1 RDV+SOC participant withdrew before treatment)
• 113 included in virological analyses (6 with baseline RSV RNA <LLOQ; 3 per arm excluded)



Primary Safety Endpoints
Safety endpoints RDV+SOC

N=58
SOC
N=61

Proportion difference 
(95% CI§)

Any serious AE 1* (2%) 1 (2%)† 0% (-7% to +8%)

Any Grade ≥3 AE 0 (0%) 2 (3%)†,‡ -3% (-11% to +3%)

Any AE 26 (45%)γ 23 (38%)γ +7% (-10% to +24%)

Any RDV-related AE 0 (0%)

Any AE leading to RDV discontinuation 0 (0%)

Any RDV-related AE leading to RDV discontinuation 0 (0%)

Any Grade ≥3 AE leading to RDV discontinuation 0 (0%)
Abbreviations: AE, adverse event; RDV, remdesivir; SOC, standard of care. Data are presented as n (%) or median (Q1 -Q3).
*Discharged on Day 6; then hospitalized for pneumonia (Grade 2) from Day 14 to Day 21; recovered. †Cardiac arrest (Grade 4) from Day 1 to Day 5; recovered.
‡Iron deficiency anemia (Grade 3) from Day 1; ongoing as of Day 13 (last assessment). §Based on Newcombe-Wilson method. γ35 AE episodes for RDV+SOC 
arm and 27 AE episodes for SOC arm.

No safety concerns or treatment-related adverse events 
among participants receiving remdesivir



Secondary Endpoints: Virological Efficacy
Mean RSV RNA viral load Probability of RSV RNA viral load < LLOQ

By Day 6: RDV + SOC participants 
showed an 11% higher hazard of 
achieving RSV RNA viral load < LLOQ. 
Baseline-adjusted HR: 1.11; 95% CI: 
0.71-1.75)

On Day 6: Slightly higher mean RSV 
RNA viral load in RDV + SOC group. 
Baseline-adjusted mean difference: 
+0.16 (95% CI: -0.15 to 0.47)
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*Results from linear regression adjusting for baseline viral load. Day 6 viral load data <LLOQ 
imputed as LLOQ/2. 95% CI based on Student t distribution. Superiority of RDV+SOC 

assessed at a 1-sided α=0.025.
*Results from Cox proportional hazards regression adjusting for baseline viral load. Participants not achieving 

viral load <LLOQ by Day 6 censored on day of last available measurement. HR >1 favorable to RDV+SOC. 



*Results from ordinal logistic regression adjusting for baseline severity score. OR<1 favorable to RDV+SOC. 95% CI based on normal approximation.
Abbreviations: OR, odds ratio; PRESS score, Pediatric Respiratory Severity Score; RSV, remdesivir; SOC, standard of care

Secondary Endpoint: Clinical Efficacy

On Day 6: RDV + SOC 
participants showed a 
trend toward better clinical 
severity outcomes, with 
46% lower odds of worse 
PRESS scores. Baseline-
adjusted OR*: 0.54
(95% CI: 0.22 to 1.33)

PRESS score distribution Day 1 vs. Day 6

On Day 6: 83% of RDV + SOC 
participants achieved a 
PRESS score of 0 compared 
to 72% of SOC participants

On Day 1: 87% of RDV + 
SOC participants and SOC 
participants had PRESS 
score of 3-5



Prespecified 
exploratory analysis 

results
Clinical efficacy by time from symptom onset 

and participant age



Time from symptom onset to randomization

Onset 4-7 daysOnset ≤ 3 days

*Results from ordinal logistic regression adjusting for baseline severity score. OR<1 favorable to RDV+SOC. 95% CI based on normal approximation.

Clinical Efficacy: PRESS Score on Day 6 by Symptom Onset

Among participants who started RDV within 3 days of symptom onset, the RDV + SOC group showed better clinical 
severity outcomes, with 81% lower odds of having worse PRESS scores.



Age at randomization

Age ≥ 6 monthsAge < 6 months

*Results from ordinal logistic regression adjusting for baseline severity score. OR<1 favorable to RDV+SOC. 95% CI based on normal approximation.

Among participants who age < 6 months, the RDV + SOC group showed better clinical severity outcomes, with 95% 
lower odds of having worse PRESS scores.

Clinical Efficacy: PRESS Score on Day 6 by Age Group
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