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THE CRITICAL BURDEN
OF RSV

Universal Pediatric
Infection

Nearly all children are infected
by the age of two.

Primary Driver of
Hospitalization

RSV is the leading cause of
infant hospitalization for lower
respiratory tract infections.

RSV Clinical Impact vs.

Therapeutic Reality
Pediatric Availability of
Mortality Treatment

>1/3 of No approved

pneumonia- antiviral for
associated young children

cases

Active drug of RDV

Generation in the ciliated and
alveolar lung cells

High Mortality Risk
& Treatment Gap
Causes over one-third of
pediatric pneumonia deaths;
no approved pediatric antiviral
treatment exists.

A nucleotide analog prodrug that inhibits the RNA-dependent
RNA polymerase (RdRp) of several viruses

REMDESIVIR AS A CANDIDATE ANTIVIRAL
AGENTS

Remdesivir

https:/iveww fipwarmors.eu/en/remdesivir/ *

RNA virus
Prodrug -

drug eemmns ap, o D
g lfstcmw S5 e m % B

@ cs-141542.mp

Internalization of

» P viral particles
l & lKlnasc :‘ AL, o
Veklury' : %7
' . . "
y [ ’ Active form T . %
(remdesivir) * Pp, GS-441524 el RRA
¥ / P :
¥ Translation ’\/ﬂ\/\/-\;;
’ of RdRp =k Transcription of
v A/ viral RNA
v 2, by RARp
¢ £ .
ncorporation of
", I GS-441524
s - . v / into RNA strand
s — = Premature termination W
e — of RNA replication Y,

In children

Demonstrated
Pediatric Safety

RDV is confirmed safe for
children hospitalized
with COVID-19.

In vitro and animal models

Proven Reduction
in Viral Replication

Significantly reduces RSV
replication in lung and upper
respiratory tract animal models.

Y
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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

LRTI, lower respiratory tract infection; RSV, respiratory syncytial virus.



Study Design
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Screening

Study Design: A phaselll,
open-label, multicenter,
two-arm, parallel-group,
randomized controlled
trial

Randomize

Day1 Day 2 Day 3 Day4 Day5 Day 6* End of Study

Entry/Randomization 7-10 Days after Day 6

(1:1)

Study Population:
Hospitalized children
aged 0 to <2 years with
RSV-related LRTI

Sample Size: 120
participants (60 per
arm)

>

ARM 1: STANDARD-OF-CARE (SOC)

> « Treatment according to local practice at each hospital, including oxygen therapy (as needed), bronchodilators,

intravenous fluids, steroids, antibiotics and any treatment for underlying disease

£

ARM 2: STANDARD-OF-CARE + REMDESIVIR TREATMENT (RDV + SOC)

* Treatment according to local practice at each hospital, including oxygen therapy (as needed), bronchodilators,
intravenous fluids, steroids, antibiotics and any treatment for underlying disease

* [V Remdesivir (VEKLURY), once daily for 5 days
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Total study duration for each participant is ~2 weeks

LRTI, lower respiratory tract infection; RDV, remdesivir; RSV, respiratory syncytial virus; SOC, standard of care.



Study Population and Study Endpoints

PARTICIPANT ELIGIBILITY

(Must meet at least two criteria)
Disease Severity Requirements

Children aged 0 to <2 years, -
weighing 22.0 kg é Q?

Core Inclusion Criteria
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< | Confirmed RSV infection and Si f
ithi Inadequate Sp02 igns o

onset within 1 week feeding <|9)5% respuratory
distress

Respiratory Distress thresholds

(For Inclusion)
Respiratory Rate Threshold
Age Growp & Other Signs
260 breaths per min,
Upto1 Year Accessory muscle use/retraction
Older than 240 breaths per min,
1 Year Accessory muscle use/retraction

Primary Exclusion Factors
Preterm infants <56 days old Patients with severe renal/hepatic impairment

Being hospitalized for other clinically concurrent conditions (except for risk factors for severe RSV)

STUDY ENDPOINTS & EVALUATION

Safety and Tolerability Metrics

Assessment of serious

adverse events and Grade 3+

adverse events

<L«
|

reduction and time to drop below
quantification limits

Virological Efficacy (Days 1-6)
Measuring RSV RNA viral load
i

Clinical Effect Measurement

Evaluation of patient improvement
using the standardized 6-scale
PRESS score

LRTI, lower respiratory tract infection; PRESS, pediatric respiratory severity score; RDV, remdesivir; RNA, ribonucleic acid; RSV, respiratory syncytial virus



The PRESS Scoring System:
Pediatric Respiratory Severity Assessment

A 5-component clinical tool to evaluate and monitor pediatric respiratory distress daily over a six-day period.

1 Point 1 Point Each 1 Point

Respiratory Rate & Tachypnea Physical & Physiological Indicators Feeding Status

i 26

Wheezing Visible Accessory Sp02

Score one point if respiratory rate A single point is assigned if
exceeds age-specific thresholds Muscle Use below 95% the pediatric patient is
based on AHA guidelines. Points are assigned for each indicator present. refusing feedings.

Tachypnea Thresholds 0-5 Severity Scale
: Threshold 4 ,
Ratient Age (Breaths/Min) ( @ 1 » . 4
<12 Months > 60 “ MILD ' DERA - SEVERE
1210 <36 Months 20 Scores 0-1 indicate mild, 2-3 indicate moderate, and 4-5 indicate severe distress.
36 to < 156 Months >30
[—1 el l—1 I— I— -l
owt
Daily Clinical Monitoring () O O @ O &

Assessments are performed daily on a 6-step ordinal scale from Day 1 to Day 6 to track patient progress.



Primary analysis
results

Safety, Virological Efficacy and Clinical Efficacy



Baseline Characteristics of Participants

* 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)

Characteristics RDV+SOC SOC
N=59" 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 (log,, 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; TPossible range: 0 to 5; higher scores indicate greater severity.

Baseline participant characteristics were comparable across study arms



Primary Safety Endpoints

Safety endpoints RDV+SOC SOC Proportion difference
N=58 N=61 (95% CIS)

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

Any Grade =3 AE 0 (0%) 2 (3%)1# -3% (-11% to +3%)

Any AE 26 (45%)Y 23 (38%)Y +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.
*lron deficiency anemia (Grade 3) from Day 1; ongoing as of Day 13 (last assessment). $Based on Newcombe-Wilson method. Y35 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
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Secondary Endpoints: Vlrologlcal Efficacy
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Secondary Endpoint: Clinical Efficacy

LSS T T T T T T T T T T T e e s NS
;7 PRESS score distribution Day 1 vs. Day 6 AN
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On Day 1: 87% of RDV + :
SOC participants and SOC 4 E
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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)

On Day 6: 83% of RDV + SOC
participants achieved a

PRESS score of 0 compared
to 72% of SOC participants

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



Prespecified
exploratory analysis
results

Clinical efficacy by time from symptom onset
and participant age



Clinical Efficacy: PRESS Score on Day 6 by Symptom Onset

Time from symptom onset to randomization
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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.

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



Clinical Efficacy: PRESS Score on Day 6 by Age Group

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

*Results from ordinal logistic regression adjusting for baseline severity score. OR<1 favorable to RDV+SOC. 95% Cl based on normal approximation.
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Summary of the Findings and Discussion

Safety, virologic and clinical
outcomes (primary analysis)

-

No New Safety Signals Identified

REMDESIVIR
INJECTION

RDV demonstrated a consistent safety _ H
profile in children under 2 years of age. l '

[ Neutral Virological Impact on Day 6 &‘ '

@ No additional reduction in RSV RNA viral
load was observed with RDV treatment.

R

i@ Balanced Clinical Improvement

Both study arms showed improvement via PRESS; ﬂ &

no significant difference was noted on Day 6. o
O &,
&
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Insights and exploratory
findings

Improvementin Clinical Severity
Without Corresponding

- Improvementin Virological

Endpoints

The discordance between clinical and
virological findings may reflect the
differences between nasopharyngeal and
pulmonary viral loads

Potential Clinical Benefitin Early
Symptom Onset

Subgroup analysis suggest that RDV may
provide greater clinical benefit when

started early in the disease course, during
the phase of active viral replication.

Potential Clinical Benefitin
young infants
Subgroup analysis suggest a treatment

\f(/ effect in infants age < 6 months.



Strengths and Limitations

First RCT evaluating remdesivir

for pediatric RSV infection Open-Label Design Bias
Pioneering randomized controlled The study's open-label nature
trial specifically for infants and introduces potential assessment
young children with LRTIs. bias in results.

Limited Scope &
Generalizability

Results may not apply to
milder outpatient cases or
long-term respiratory

Randomized
Multicenter Design

Utilizes a robust framework
across multiple centers to
ensure scientific rigor

outcomes
Standardized Constraints in
Assessment Metrics Data & Duration
Employs PRESS scores and Features a short follow-up, particularly for
virological outcomes for consistent assessment of viral load kinetics, and

measurement of results. limited power for subgroup analysis
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