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Cumulative Data From 2016-2020: RSV-Associated Hospitalization Rates in Infants (0-6 Months)?
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30
_ 24.7 The rate of hospital admission
g B for RSV-associated acute lower
c.:" o | respiratory infection peaked in
2 children aged 0-3 months of age
% 15
g_ 10
¢

5

’ 0-3 months 3-6 months 6-12 months

Infant Age

ﬁ « There are ~80,000 RSV-associated infant hospitalizations each year in the US3*
] « Prevention is important. Treatment options are limited to supportive care*

*These data come from a meta-analysis where a rate per 1,000 was applied to the 2020 birth cohort of 4.1 million infants less than 1 year old.3
RSV, respiratory syncytial virus.
1. Parikh RC, et al. Infect Dis Ther. 2017;6(4):477-486. 2. McMorrow M. Respiratory syncytial virus (RSV) seasonality in the United States and the burden of RSV in children. Presented at: Advisory Committee on Immunization Practices (ACIP)

General Meeting; June 23, 2022; Atlanta, GA. 3. McLaughlin JM, et al. J Infect Dis. 2022;225(6):1100-1111. 4. Jain H, et al. Respiratory syncytial virus infection in children. In: StatPearls. NCBI Bookshelf version. StatPearls Publishing; 2023.
Accessed January 8, 2024. https://www.ncbi.nlm.nih.gov/books/NBK459215/
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Influenza vaccination of all children aged 6—23 months was recommended by the Advisory Committee on Immunization Practices beginning in the 2004-2005 season.3
*Estimated infant RSV-associated mortality for pneumonia and influenza deaths, CDC data, 1990-1999.

fInfant hospitalization rates for RSV and influenza, CDC data, 1993-2008.

CDC, Centers for Disease Control and Prevention; RSV, respiratory syncytial virus.

1. Thompson WW et al. JAMA. 2003;289(2):179-186. 2. Zhou H et al. Clin Infect Dis. 2012;54(10):1427-1436. 3. Harper SA et al. MMWR Recomm Rep. 2004;53(RR-6):1-40.
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A randomized, double-blind, multicenter, placebo-controlled study to investigate the efficacy and safety
of ABRYSVO administered to pregnant individuals <49 years of age to protect their infants against RSV

eI 3L
» Pregnant participants <49 years of age
« Gestational age at vaccination

24-36 weeks

« Pregnant individuals with high-risk
pregnancies were excluded from the

N=7,392

— ABRYSVO 120 pg (3,695 participants)

— Placebo (3,697 participants)

study”
e

260 Taiwan mothers participated
12.5% participation from Asia

*Pregnant individuals with high-risk pregnancies were excluded from the study (BMI>40 kg/m?2 prior to pregnancy, pregnancies resulting after in vitro fertilization, preeclampsia, eclampsia, uncontrolled gestational hypertension, placental
abnormalities, polyhydramnios or oligohydramnios, significant bleeding or blood clotting disorder, unstable endocrine disorders including untreated disorders of glucose intolerance or thyroid disorders).

BMI, body mass index; pg, microgram; RSV, respiratory syncytial virus.

Kampmann B, et al. N Engl J Med. 2023;388(16):1451-1464.
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RSVpreF 120 ug Placebo Final Analysis
N=3585 N=3563 Vaccine Efficacy
Time Interval n (%) n (%) (95% CI)
0-90 days after birth 6 (0.2) 34 (1.0) 82.4 (57.5-93.9)
0-180 days after birth 21 (0.6) 70 (2.0) 70.0 (50.6-82.5)
o

MA-LRTI=medically attended lower respiratory tract infection; RSVpreF=RSV prefusion F.
1. Kampmann B, et al. N Engl J Med. 2023;388:1451-1464. 2. Munjal |. Presented at: 8th ReSVINET Conference; February 15, 2024; Mumbai, India.
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Solicited Adverse Reactions Within 7 Days of Vaccination

(IR

ABRYSVO Placebo ABRYSVO Placebo
Local adverse n=3,663 n=3,639 Systemic adverse n=3,663 n=3,638-3,639
reactions (ANY)* (%) (%) reactions (ANY)* (%) (%)
Pain at the injection site 40.6% 10.1% Fever (238.0°C) 2.6% 2.9%
Redness 7.2% 0.2% Fatigue 46.1% 43.8%
Swelling 6.2% 0.2% Headache 31.0% 27.6%
Muscle pain 26.5% 17.1%
Nausea 20.0% 19.2%
Joint pain 11.6% 10.5%
Diarrhea 11.2% 11.5%
Vomiting 7.8% 7.0%

*Any includes all participants who reported a reaction as mild, moderate, or severe during Day 1 to Day 7 after vaccination.
ABRYSVO® (Respiratory Syncytial Virus Vaccine) Taiwan Package Insert.
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Scientific Advisory Group of Experts on Immunization (SAGE), 23-26 September 2024

orld Health
rganization
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» Given the global burden of RSV disease, SAGE recommended that

all countries introduce passive immunization for the prevention of

{ %\ y World Health

severe RSV disease in young infants (provisional recommendation; &%) organzaton

Highlights from the Mee

final position paper to follow)

* For countries deciding to use the maternal vaccine to prevent severe
RSV disease in infants, SAGE recommends a single dose of vaccine in
the third trimester of pregnancy, as defined in the local context (third

trimester starts at 28 weeks gestational age in most settings).

-BDB5-
BHEE

Highlights from the Meeting of the Strategic Advisory Group of Experts (SAGE) on Immunization, 23-26 September 2024
Available at sage-sept 2024-highlights final.pdf



https://cdn.who.int/media/docs/default-source/immunization/sage/2024/september/sage-sept_2024-highlights_final.pdf?sfvrsn=6a0f811d_3
https://cdn.who.int/media/docs/default-source/immunization/sage/2024/september/sage-sept_2024-highlights_final.pdf?sfvrsn=6a0f811d_3
https://cdn.who.int/media/docs/default-source/immunization/sage/2024/september/sage-sept_2024-highlights_final.pdf?sfvrsn=6a0f811d_3
https://cdn.who.int/media/docs/default-source/immunization/sage/2024/september/sage-sept_2024-highlights_final.pdf?sfvrsn=6a0f811d_3
https://cdn.who.int/media/docs/default-source/immunization/sage/2024/september/sage-sept_2024-highlights_final.pdf?sfvrsn=6a0f811d_3

World Health Organization. Vaccines against influenza:
WHO position paper- May 2022. Published May 13,2022.
Accessed July 14, 2025.
https://www.who.int/pubTications/i/item/who-wer9719
World Health Organization. Questions and Answers:
COVID-19 vaccines and pregnancy. Published February 15,
2022. Accessed July 14,2025.
https://www.who.int/publications/i/item/WH0-2019-nCoV-
FAQ-Pregnancy-Vaccines-2022.1

World Health Organization. Vaccination before and during

pregnancy-what you need to know. Published April 15, 2024.

Accessed July 14, 2025.
https://www.who.int/europe/publications/m/item/vaccina
tion-before-and-during-pregnancy-what-you-need-to-know
American College of Obstetricians and Gynecologists.
COVID-19 vaccines and pregnancy: conversation guide.
Accessed July 14, 2025. https://www.acog.org/covid-
19/covid-19-vaccines-and-pregnancy-conversation-guide-
for-clinicians

Cinicola B, Conti MG, Terrin G, et al. The protective role of
maternal immunization in early life. Front
Pediatr.2021;9:638871.
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RSV=respiratory syncytial virus
SARS-CoV-2=savere acute respiratory syndrome
coronavirus 2; Tdap=tetanus, diphtheria, and pertussis.
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In adjusted analysis, RSV was associated with increased 1-year survival was 74.2% for RSV-infected patients
severity in selected outcomes compared with influenza* and 81.2% for influenza-infected patients (P<0.001)
3 - 100% -
o 95%
22 —  90% -
Q5] g
% 1.7 E 85% - Influenza
o 1.5 U=)
T 15 1.3 1.3 w 80%
“5; o
21 £ 75% |
< (a4 RSV
0.5 - 70%
65% -
0 T T T T 1
Length of stay Pneumonia Admission Exacerbation of Mortality <1 year 60%
>7 days among tolCU COPD, chronic  of admission ° i ' i '
‘ h 0 3 6 9 12
survivors bronchitis, or
emphysema Months After Admission

*Adults hospitalized with RSV were slightly older and had greater frequency of baseline comorbidities, including cardiopulmonary disease, than those hospitalized with influenza virus infection.
COPD, chronic obstructive pulmonary disease; ICU, intensive care unit; RSV, respiratory syncytial virus, US, United States.
Ackerson B, et al. Clin Infect Dis. 2019;69(2):197-203.
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- RENOIR was a multicenter, randomized, double-blind, placebo-controlled trial evaluating the efficacy and safety of ABRYSVO in ~34,000
adults 60 years and older

- The study included healthy adults (48%) and adults with stable chronic conditions, including chronic cardiopulmonary conditions such as
COPD (6.1%), asthma (8.9%), or CHF (1.8%)

Primary efficacy endpoint’

Risk reduction of first episode of RSV-associated lower respiratory tract illness in the ABRYSVO group compared to the placebo group in
the first RSV season*

— RSV-LRTD symptoms included cough, sputum production, wheezing, shortness of breath, and tachypnea for adults with =2 symptoms
and adults with =3 symptoms RT-PCRE&:ZRSVIS > FIEREER - B12> 25> 3m i IFIRERRER (X - B - %15 - IFRa(E - [FRiBE) SE—RI

HIGH-RISK
POPULATIONS WERE 1 IN 3 patients were

INCLUDED IN THE 70 years old and ulcv

RENOIR STUDY? .
*As determined by positive RT-PCR test within 7 days of symptom onset and lasting more than 1 day during the same illness.14
1t“High-risk” does not include immunocompromised patients.
fConditions included heart disease, lung disease, asthma, COPD, CHF, diabetes, liver disease, and renal disease.9
CHF=congestive heart failure; COPD=chronic obstructive pulmonary disease; RSV=respiratory syncytial virus; RT-PCR=reverse transcription-polymerase chain reaction.

Walsh EE, et al. N Engl J Med. 2023;388(16):1465-1477
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Primary endpoint:

RSV-LRTI with 23 symptoms

RENOIRE %usn\lzl .
Zinmﬁmf'lf A? ’ ABRYSVO?JE B EEMT]

. Number of Events Vaccine Efficacy
RSVALRTIwith23 Symptoms | umber of Events
ymPp RSVpreF Placebo (95% ClI)

Season 1 | ; 1 88.9% (53.6, 98.7)

Overall Season 2 = ! 77.8% (51.4,91.1)

Across 2 Seasons b 1 81.5% (63.3, 91.6)

_ Season 1 0 7 | ®  100% (306, 100
Without i o )
High Risk Season 2 1 13 § o— 92.3% (48.8, 99.8)
S Across 2 Seasons 1 20 i ————— @ 95.0% (68.7, 99.9)

Season 1 2 11 @ = 81.8% (16.7, 98.0)
With = 1 High |

: 9 S 2 7 23 | o = 69.6% (26.7, 89.0

Risk Condition eason 5 b ( )
Across 2 Seasons 9 34 @ ' 73.5% (43.6, 88.8)
.20 0 20 40 60 80 100

Vaccine Efficacy (%, 95% CI)

0 v
-\ 9 ‘ L]
3 <
¥/ Renoir
Prespecified High Risk Condition: Heart Disease, Lung Disease, Diabetes, Liver Disease, Renal Disease, Current Tobacco Use 17

17" N Engl J Med. 2024 Oct 17;391(15):1459-1460
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RSV-LRTI with = 3 Symptoms VXD [ S
e5% Ol

Season 1 2 18 b o— 88.9% (53.6, 98.7)

Overall Season 2 8 36 ® 77.8% (51.4, 91.1)
Across 2 Seasons 10 54 @ 81.5% (63.3, 91.6)
Season 1 : - ' 80.0% (-78.7, 99.6)
Season 2 @ 80.8% (49.1, 94.2)
Across 2 Seasons @ 80.6% (52.9, 93.4)

Season 1 ' b 91.7% (43.7, 99.8)

Season 2 Co { 80.0% (6.1, 97.9)

Across 2 Seasons b { 86.4% (54.6, 97.4)

-20 0 20 40 60 80 100
Vaccine Efficacy (%, 95% CI)

3%/ Renoir

1. 95% CI; 2. One S1 case and one S2 case (both in the placebo group) and one S2 case in RSVpreF group were based on local testing without RSV subgroup. One S2 case in placebo group had both A and B subgroups.
LRTD = lower respiratory tract disease; RSV, respiratory syncytial virus; VE, vaccine efficacy.

N Engl J Med. 2024 Oct 17;391(15):1459-1460
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Local adverse reactions’:2 @i 2BRYSVO
(n=3,619-3,621) (n=3,532-3,539)
100
80 <0.1% of events were reported as severe
0 for injection-site pain, redness, and swelling*
40 -
200 120% . 10.5% .
0% n 60% 27% 7% 24%  05%
Any adverse Any? Any? Any"
reactions Injection-site pain Redness Swelling

*Severe is defined as preventing daily activity.
Any” includes all participants who reported a reaction as mild, moderate, or severe during day 1 to day 7 after vaccination.

1. Walsh EE, et al. N Engl J Med. 2023;388(16):1465-1477. 2. ABRYSVO (Respiratory Syncytial Virus Vaccine) Taiwan Package Insert. 3. Joyce MC, et al. BMC Public Health. 2022;22(1):2351.
doi:10.1186/s12889-022-14824-z
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