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Summary of RSV immunisation product efficacy and safety
as at 20 April 2026

Since 2023, multiple RSV immunisation products have either been approved or reached the final stages of development
and/or approval globally. Data on the efficacy and safety of these products have come from clinical trials, and post-
licensure data are becoming available. The tables in this document summarise the main findings to date:

e Table 1: Efficacy and effectiveness of RSV immunisation products in infants and young children
e Table 2: Efficacy and effectiveness of RSV vaccines in adults aged 60 years and over
e Table 3: Safety of RSV prevention products.

Note: These are not direct comparisons for each product.

Formal recommendations regarding the use of RSV immunisation products in Australia can be found in the Australian
Immunisation Handbook RSV chapter.
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https://immunisationhandbook.health.gov.au/contents/vaccine-preventable-diseases/respiratory-syncytial-virus-rsv
https://immunisationhandbook.health.gov.au/contents/vaccine-preventable-diseases/respiratory-syncytial-virus-rsv
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Table 1: Efficacy and effectiveness of RSV immunisation products in
infants and young children

This table summarises how well RSV immunisation products for infants and young children performed against severe
disease in clinical trials and real-world effectiveness studies.

It includes products that are either approved or in the final stages of development or approval globally and indicates the
current status of these products in Australia.

It includes data for both monoclonal antibodies (for use in infants only) and the Abrysvo vaccine (for use in pregnant
women only).

Note: These are not direct comparisons for each product.
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RSV product

(company)

Study trial population

Schedule and
dose

Main vaccine efficacy (VE) or
effectiveness findings

Current status in Australia

Abrysvo (Pfizer)

Vaccination of women with singleton

VE against hospitalisation of infants from
birth to 180 days: 56.8% (99.17% CI 10.1,
80.7)

infants

pregnancies at 24—36 weeks 1 dose
gestation for the protection of infants VE against severe LRTI in infants from
birth to 180 days: 69.4% (97.58% Cl 44.3,
84.1)
N s Effectiveness against RSV-associated
Vaccination of women with singleton . . .
' , , LRTI hospital admission of infants aged
Abrysvo (Pfizer) pregnancies from 28 weeks gestation | 1 dose . .
for the protection of infants 90 days or younger (observation period
P 230 days): 82.2% (95% CI 75.1, 87.3)
Effectiveness against RSV-associated
LRTD hospitalisation among infants aged
0 to <3 months: 78.6% (95% CIl 62.1,
87.9)
i Vaccination of women from 32 to 36 Effectlvene§s gqa!nst RSV_aS.SOCIated
Abrysvo (Pfizer) . . LRTD hospitalisation among infants aged
weeks gestation for the protection of | 1 dose

0 to <6 months: 71.3% (95% CI 55.3,
8.23)

Effectiveness against RSV-associated
severe LRTD hospitalisation among
infants aged 0 to <6 months:* 76.9%
(95% CI 45.0, 90.3)

Approved by the TGA

Recommended and National
Immunisation Program
(NIP)-funded for women in
each pregnancy from 28
weeks gestation as part of
the National RSV Mother &
Infant Protection Program
(RSV-MIPP)
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https://www.fda.gov/media/168185/download
https://www.fda.gov/media/168185/download
https://pubmed.ncbi.nlm.nih.gov/37018474/
https://www.tga.gov.au/resources/artg/406624
https://pubmed.ncbi.nlm.nih.gov/41325764/
https://pubmed.ncbi.nlm.nih.gov/41325764/
https://pubmed.ncbi.nlm.nih.gov/41325764/
https://pubmed.ncbi.nlm.nih.gov/41325764/
https://pubmed.ncbi.nlm.nih.gov/40339585/
https://pubmed.ncbi.nlm.nih.gov/40339585/
https://pubmed.ncbi.nlm.nih.gov/40339585/
https://pubmed.ncbi.nlm.nih.gov/40339585/
https://pubmed.ncbi.nlm.nih.gov/40339585/
https://pubmed.ncbi.nlm.nih.gov/40339585/
https://pubmed.ncbi.nlm.nih.gov/40339585/
https://pubmed.ncbi.nlm.nih.gov/40339585/
https://pubmed.ncbi.nlm.nih.gov/40339585/
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RSV product

(company)

Study trial population

Schedule and
dose

Main vaccine efficacy (VE) or
effectiveness findings

Current status in Australia

Monoclonal RSV antibody

Efficacy against hospitalisation for RSV-
associated LRTI in infants through 150
days after injection compared with

Approved by the TGA

Recommended in certain

palivizumab (healthy at term/preterm)
and entering their first RSV season

LRTI through 6 months after injection
compared with standard care:* 75.7%
(95% ClI 32.8, 92.9)

Beyfortus administered to infants aged <1 year ] ) ,
(nirsevimab); (>50% <3 months of age) who had placebo: 76.8% (95% C1 49.4, 89.4) |nfar1ts and children;
(Sanofi & been born =35 weeks gestation 1 dose ) . . ava.|lable through state-and-
AstraZeneca) (healthy term/ex late pre-terms) and Efficacy against very severe medical territory-funded programs as
are entering their first RSV season attended RSV-associated LRTI through part of the National RSV
150 days after injection compared with Mother & Infant Protection
placebo:t 78.6% (95% Cl 48.8, 91.0) Program (RSV-MIPP)
Efficacy against hospitalisation for
RSV-associated LRTI in infants through Approved by the TGA
Monoclonal RSV antibody 6 months after injection compared with Recommended in certain
Beyfarie admipistered to infants aged <1 year standard care: 83.2% (95% Cl 67.8, infalnts and children;
e (median aged 4.5 months) who had 92.0) available through state-and-
(Sanofi & ' been born 229 weeks ggstation who | 1 dose territorv-fundeq programs as
AstraZeneca) were not eligible to receive Efficacy against very severe RSV-related part of the National RSV

Mother & Infant Protection
Program (RSV-MIPP)
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https://www.nejm.org/doi/10.1056/NEJMc2214773?url_ver=Z39.88-2003&rfr_id=ori:rid:crossref.org&rfr_dat=cr_pub%20%200pubmed
https://www.nejm.org/doi/10.1056/NEJMc2214773?url_ver=Z39.88-2003&rfr_id=ori:rid:crossref.org&rfr_dat=cr_pub%20%200pubmed
https://www.nejm.org/doi/10.1056/NEJMc2214773?url_ver=Z39.88-2003&rfr_id=ori:rid:crossref.org&rfr_dat=cr_pub%20%200pubmed
https://www.nejm.org/doi/10.1056/NEJMc2214773?url_ver=Z39.88-2003&rfr_id=ori:rid:crossref.org&rfr_dat=cr_pub%20%200pubmed
https://www.nejm.org/doi/10.1056/NEJMc2214773?url_ver=Z39.88-2003&rfr_id=ori:rid:crossref.org&rfr_dat=cr_pub%20%200pubmed
https://www.nejm.org/doi/10.1056/NEJMc2214773?url_ver=Z39.88-2003&rfr_id=ori:rid:crossref.org&rfr_dat=cr_pub%20%200pubmed
https://www.nejm.org/doi/10.1056/NEJMc2214773?url_ver=Z39.88-2003&rfr_id=ori:rid:crossref.org&rfr_dat=cr_pub%20%200pubmed
https://www.nejm.org/doi/10.1056/NEJMc2214773?url_ver=Z39.88-2003&rfr_id=ori:rid:crossref.org&rfr_dat=cr_pub%20%200pubmed
https://www.tga.gov.au/resources/auspmd/beyfortus
https://www.nejm.org/doi/full/10.1056/NEJMoa2309189
https://www.nejm.org/doi/full/10.1056/NEJMoa2309189
https://www.nejm.org/doi/full/10.1056/NEJMoa2309189
https://www.nejm.org/doi/full/10.1056/NEJMoa2309189
https://www.nejm.org/doi/full/10.1056/NEJMoa2309189
https://www.nejm.org/doi/full/10.1056/NEJMoa2309189
https://www.nejm.org/doi/full/10.1056/NEJMoa2309189
https://www.nejm.org/doi/full/10.1056/NEJMoa2309189
https://www.tga.gov.au/resources/auspmd/beyfortus
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RSV product

(company)

Study trial population

Schedule and
dose

Main vaccine efficacy (VE) or
effectiveness findings

Current status in Australia

Monoclonal RSV antibody

Effectiveness against hospitalisation for
RSV-associated LRTI (observation period

120-150 days): 87.6% (95% CI 67.7,

Approved by the TGA

Recommended in certain

entering their first RSV season

Bgyfort.us administered to infants with a median 95.3) |nfar1ts and children;
(nirsevimab); . . 1 dose available through state-and-
age of 1.4 months and entering their .
(AstraZeneca) i . . : territory-funded programs as
first RSV season Effectiveness against RSV-associated )
. . . part of the National RSV
ICU admission (observation period 60—90 Mother & Infant Protection
. o 0,
days): 92.1% (95% CI 64.0, 98.3) Program (RSV-MIPP)
Approved by the TGA
Effectiveness against hospitalisation for
Monoclonal RSV antibod RSV-associated LRTI (observation period | Recommended in certain
Beyfortus .. . y 122 days): 87.6% (95% Cl 82.1, 91.4) infants and children;
. . administered to infants <6 months .
(nirsevimab); (median age 88—106 days) and 1 dose available through state-and-
(AstraZeneca) 9 y Effectiveness against RSV-associated territory-funded programs as

ICU admission (observation period 122
days): 90.1% (95% CI, 76.3, 95.9)

part of the National RSV
Mother & Infant Protection
Program (RSV-MIPP)
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https://www.frontiersin.org/journals/public-health/articles/10.3389/fpubh.2024.1441786/full
https://www.frontiersin.org/journals/public-health/articles/10.3389/fpubh.2024.1441786/full
https://www.frontiersin.org/journals/public-health/articles/10.3389/fpubh.2024.1441786/full
https://www.frontiersin.org/journals/public-health/articles/10.3389/fpubh.2024.1441786/full
https://www.frontiersin.org/journals/public-health/articles/10.3389/fpubh.2024.1441786/full
https://www.frontiersin.org/journals/public-health/articles/10.3389/fpubh.2024.1441786/full
https://www.tga.gov.au/resources/auspmd/beyfortus
https://pubmed.ncbi.nlm.nih.gov/38857952/
https://pubmed.ncbi.nlm.nih.gov/38857952/
https://pubmed.ncbi.nlm.nih.gov/38857952/
https://pubmed.ncbi.nlm.nih.gov/38857952/
https://pubmed.ncbi.nlm.nih.gov/38857952/
https://pubmed.ncbi.nlm.nih.gov/38857952/
https://www.tga.gov.au/resources/auspmd/beyfortus
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RSV produ hedule and | Main vaccine effica VE) or
SV product Study trial population Schedule a . ¢ ee. c. cy (VE) o Current status in Australia
(company) dose effectiveness findings

Approved by the TGA
Monoclonal RSV antibody . . e Recommendeld in certain
Beyfortus dministered to infants <6 months Effectiveness against hospitalisation for infants and children;
(nirsevimab); (amedian age 4 months) and enterin 1 dose RSV-associated LRTI (observation period | available through state-and-
(AstraZeneca) sl F?sv B 9 97 days): 82.0% (95% Cl 65.6, 90.2) territory-funded programs as
part of the National RSV
Mother & Infant Protection
Program (RSV-MIPP)
Monoclonal RSV antibody
administered to infants or toddlers with
conditions that increase the risk of Relative risk reduction in RSV-associated
severe RSV disease, including: 5 doses hospitalisations compared with placebo:
Synagis e infants born preterm and (once-monthly 51% (3 trials, RR 0.49 [95% CI1 0.37,0.64]) | Approved by the TGA and
(palivizumab); aged <6 months for 5 months) used in certain medically at-
(Sobi) e infants aged <2 years with Relative risk reduction in ICU admissions risk infants since 1999
bronchopulmonary dysplasia compared with placebo: 50% (2 trials,
e infants aged <2 years with RR 0.50 [95% CI 0.30, 0.81])
haemodynamically significant
congenital heart disease
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https://www.thelancet.com/journals/laninf/article/PIIS1473-3099(24)00215-9/abstract
https://www.thelancet.com/journals/laninf/article/PIIS1473-3099(24)00215-9/abstract
https://www.thelancet.com/journals/laninf/article/PIIS1473-3099(24)00215-9/abstract
https://www.tga.gov.au/resources/auspmd/beyfortus
https://www.cochranelibrary.com/cdsr/doi/10.1002/14651858.CD006602.pub4/full
https://www.cochranelibrary.com/cdsr/doi/10.1002/14651858.CD006602.pub4/full
https://www.cochranelibrary.com/cdsr/doi/10.1002/14651858.CD006602.pub4/full
https://www.cochranelibrary.com/cdsr/doi/10.1002/14651858.CD006602.pub4/full
https://www.tga.gov.au/resources/artg/231139
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RSV product Schedule Main vaccine efficacy (VE) or

Study trial population Current status in Australia

(company) and dose effectiveness findings
Monoclonal RSV antibody administered to
infants up to 12 months, including:
e early or moderate pre-term infants
without medical risk conditions for
Clesrovimab (MK- severe RSV disease (229 to <35 weeks
1654); (MSD) gestational age) and late pre-term or
full-term infants without medical risk
conditions for severe RSV disease
(=35 weeks gestational age) entering
their first RSV season

Efficacy against RSV-associated
hospitalisation in infants through 6 months
after injection compared with placebo:
81.3% (95% CI 62.5, 90.7)

1 dose N/A
Efficacy against severe medically-
attended LRTI in infants through 6 months
after injection compared with placebo:*
91.7% (95% CI1 62.9, 98.1)

Cl=confidence interval; LRTI/LRTD=lower respiratory tract infection/disease; MALRI=medically attended lower respiratory infection; RSV=respiratory syncytial virus;
VE=vaccine efficacy

* RSV-associated severe LRTD hospitalisation was defined as RSV-associated LRTD leading to hospitalisation requiring 21 of: receipt of mechanical ventilation or high-flow
oxygen therapy; oxygen level under 90%; intensive care unit admission (ICU) for more than 4 hours; or failure to respond or loss of consciousnhess

T Very severe, medically attended, RSV-associated LRTI was defined as infection for which hospitalisation and supplemental oxygen or intravenous fluids were warranted
* Very severe RSV-related LRTI was defined as patients whose oxygen level is under 90% and require oxygen supplementation

A Severe medically attended LRTI was defined as: severe hypoxemia (oxygen saturation <90% on room air at sea level; <87% on room air at altitude 21800m) or the need for
high flow nasal cannula, oxygen mask, or mechanical ventilatory support

Summary of RSV immunisation product efficacy and safety | © NCIRS | Last updated: 20 April 2026


https://www.cdc.gov/acip/downloads/slides-2024-10-23-24/02-RSV-Mat-Peds-Sinha-508.pdf
https://www.cdc.gov/acip/downloads/slides-2024-10-23-24/02-RSV-Mat-Peds-Sinha-508.pdf
https://www.cdc.gov/acip/downloads/slides-2024-10-23-24/02-RSV-Mat-Peds-Sinha-508.pdf
https://www.cdc.gov/acip/downloads/slides-2024-10-23-24/02-RSV-Mat-Peds-Sinha-508.pdf
https://www.cdc.gov/acip/downloads/slides-2024-10-23-24/02-RSV-Mat-Peds-Sinha-508.pdf
https://www.cdc.gov/acip/downloads/slides-2024-10-23-24/02-RSV-Mat-Peds-Sinha-508.pdf
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Table 2: Efficacy and effectiveness of RSV vaccines in adults aged 60
years and over

This table summarises how well RSV vaccines performed against severe outcomes in clinical trials in adults aged 60
years and over and real-world effectiveness studies. It only includes those vaccines in the final stages of development or
approval globally; it also indicates their current status in Australia.

Note: These are not direct comparisons for each product.
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RSVivaccine Study trial population

(company)

Schedule and
dose

Main vaccine efficacy (VE) or
effectiveness findings

Current status in Australia

Vaccination of adults
aged 260 years without
risk conditions for severe
RSV disease*

Arexvy (GSK)

1 dose

VE against LRTDT (season 1: median follow
up of 6.7 months) = 82.6% (95% CI 57.9,
94.1)

VE against LRTDT (season 2: median follow
up of 6.3 months) = 56.1% (95% CI 28.2,
74.4)

VE against LRTDT (season 3: median follow
up 7.0 months) = 48.0% (95% CI 8.7, 872.0)

VE against severe LRTD* (season 1: median
follow up of 6.7 months) = 94.1% (95% ClI
62.4, 99.9)

VE against severe LRTD* (season 2: median
follow up of 6.3 months) = 64.2% (95% ClI
6.2, 89.2)

VE against medically attended LRTDS
(season 3: median follow up 7.0 months) =
54.1% (95% Cl -14.1, 84.6)

Approved by the TGA for adults
aged =60 years and adults aged
50-59 vears with risk conditions*

Recommended and National
Immunisation Program (NIP)-
funded for all adults aged =75
years, Aboriginal and Torres Strait
Islander adults

Recommended but not NIP-
funded for adults with risk
conditions aged 60-74 years; can
be considered for adults with risk
conditions aged 50-59 years

Funded in Victoria for residents
aged =60 years in public and
Aboriginal community-controlled
aged care services [PDF]

Funded in WA for residents
aged =65 years in residential
aged care homes
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https://pmc.ncbi.nlm.nih.gov/articles/PMC11175669/
https://pmc.ncbi.nlm.nih.gov/articles/PMC11175669/
https://pubmed.ncbi.nlm.nih.gov/40245915/
https://pmc.ncbi.nlm.nih.gov/articles/PMC11175669/
https://pubmed.ncbi.nlm.nih.gov/38253338/
https://pubmed.ncbi.nlm.nih.gov/40245915/
https://www.tga.gov.au/resources/auspmd/arexvy
https://www.tga.gov.au/resources/auspmd/arexvy
https://www.tga.gov.au/resources/auspmd/arexvy
https://www.premier.vic.gov.au/sites/default/files/2025-07/250714-Victoria-Delivers-Nation-First-RSV-Program-For-Older-Victorians.pdf
https://www.premier.vic.gov.au/sites/default/files/2025-07/250714-Victoria-Delivers-Nation-First-RSV-Program-For-Older-Victorians.pdf
https://www.premier.vic.gov.au/sites/default/files/2025-07/250714-Victoria-Delivers-Nation-First-RSV-Program-For-Older-Victorians.pdf
https://www.premier.vic.gov.au/sites/default/files/2025-07/250714-Victoria-Delivers-Nation-First-RSV-Program-For-Older-Victorians.pdf
https://www.health.wa.gov.au/News/2026/New-RSV-immunisation-option-to-protect-older-Western-Australians
https://www.health.wa.gov.au/News/2026/New-RSV-immunisation-option-to-protect-older-Western-Australians
https://www.health.wa.gov.au/News/2026/New-RSV-immunisation-option-to-protect-older-Western-Australians
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RSV vaccine
(company)

Australia

Study trial population

Schedule and
dose

Main vaccine efficacy (VE) or
effectiveness findings

Current status in Australia

Abrysvo (Pfizer)

Vaccination of healthy
adults aged 260 years

VE against MATLRTD (season 1; median
follow up not reported) = 84.6% (95% CI 32.0,
98.3)

VE against LRTD with 3 or more symptoms

) 4 7" 1 dose (season 1: mean follow up of 7.1 months)
without risk co.ndltlons for = 88.9% (95% Cl 53.6, 98.7)
severe RSV disease*
VE against LRTD with 3 or more symptoms
(season 2: mean follow up of 7.6 months)
=77.8% (95% Cl 51.4,91.1)
Vaccination of adults E_ffgctiveness_ aqain§t emergency department
aaed 260 vears 1 dose visits or hospitalisations for any RSV-
ged =00y associated ARI = 92% (95% CI 64, 98)
P Effectiveness against hospitalisation for any
Vaccination of adults
1 dose RSV-associated ARI = 82.3% (95% CI 70.6,

aged 75-79 years

90.0)

Approved by the TGA

Recommended in all adults aged
275 years, Aboriginal and Torres
Strait Islander adults and adults
with risk conditions aged =260
years

Received a positive
recommendation from PBAC but
not currently NIP-funded
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https://www.cdc.gov/mmwr/volumes/72/wr/mm7229a4.htm
https://academic.oup.com/cid/advance-article/doi/10.1093/cid/ciaf061/8006665
https://academic.oup.com/cid/advance-article/doi/10.1093/cid/ciaf061/8006665
https://www.tga.gov.au/resources/artg/406624
https://academic.oup.com/cid/advance-article/doi/10.1093/cid/ciaf496/8293665
https://academic.oup.com/cid/advance-article/doi/10.1093/cid/ciaf496/8293665
https://academic.oup.com/cid/advance-article/doi/10.1093/cid/ciaf496/8293665
https://pubmed.ncbi.nlm.nih.gov/41167207/
https://pubmed.ncbi.nlm.nih.gov/41167207/
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RSV vaccine Schedule and Main vaccine efficacy (VE) or

(company) dose effectiveness findings (S SES I el

Study trial population

Vaccination of adults
aged =60 years without
risk conditions for severe
RSV disease*

VE against LRTD with 3 or more signs/
1 dose symptoms [PDF] (median follow-up of 18.8 Approved by the TGA
months) = 49.9% (95% CI 27.8, 65.6)

mRESVIA (Moderna)

Cl=confidence interval; LRTI/LRTD=lower respiratory tract infection/disease; MA=medically attended; MALRI=medically attended lower respiratory infection; RSV=respiratory
syncytial virus; VE=vaccine efficacy

* May have one or more clinically stable chronic medical conditions

T Lower respiratory tract disease (LRTD) was defined as 2 or more lower respiratory symptoms/signs (including =1 lower respiratory sign) or 3 or more lower respiratory
symptoms, lasting 24 hours or longer

A Severe disease was determined in accordance with either of two case definitions: (1) on the basis of clinical signs or investigator assessment; or (2) on the basis of receipt of
supportive therapy

§ Medically attended RSV LRTD was defined as LRTD promptping healthcare visits with a general practitioner or specialist and emergency department visits

T Medically attended, RSV-associated LRTD was defined as LRTD prompting any healthcare visit such as hospitalisation, emergency department visit, home health care
services, general practitioner visit, specialist visit, other visit or telehealth consultation

# There are no efficacy or effectiveness data on RSV vaccines in adults aged 50-59 years. Clinical trial data have shown that the immune response following vaccination with
Arexvy in adults aged 50-59 years was similar compared to adults aged 60 years and over
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https://www.cdc.gov/acip/downloads/slides-2024-06-26-28/04-RSV-Adult-Das-508.pdf
https://www.cdc.gov/acip/downloads/slides-2024-06-26-28/04-RSV-Adult-Das-508.pdf
https://www.tga.gov.au/sites/default/files/2025-04/auspar-mresva-250408-pi.pdf
https://www.tga.gov.au/sites/default/files/2025-04/auspar-mresva-250408-pi.pdf
https://academic.oup.com/cid/article/79/4/1074/7727259#487285782
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Table 3: Safety of RSV prevention products

Clinical trials of RSV vaccines and RSV monoclonal antibodies have demonstrated them to be safe.

Across all RSV vaccines, in older adults and pregnant women, local adverse events were more common after the
vaccine when compared to placebo. There was more variability in the systemic responses to the vaccine. Australian post-
market surveillance data from AusVaxSafety show most adverse events experienced following RSV vaccination in older
adults who have completed an AusVaxSafety survey to date have been local adverse events.

Clinical trials for the RSV monoclonal antibodies have shown them to be safe, and Synagis (palivizumab) has been used
in infants in Australia since 1999.

Across clinical trials, most side effects were mild to moderate in severity and lasted a few days.

There is ongoing global monitoring of the safety of RSV prevention products, including monitoring for rare adverse
events. Early post-market surveillance data from the US and UK in adults aged 260 years suggest a very rare higher than
expected rate of GBS following vaccination with Abrysvo or Arexvy (e.g. one analysis estimates 9-18 excess cases of
GBS per million doses of Abrysvo, and 5-7 excess cases per million doses of Arexvy). These are both higher compared
with an expected rate of 2 GBS cases per million doses. The TGA has issued advice regarding the low risk of GBS
following vaccination and the product information for both vaccines has been updated. Active monitoring is ongoing to
understand this signal; NCIRS will publish updates as they become available.
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https://ausvaxsafety.org.au/vaccine-safety-data/rsv-vaccines
https://jamanetwork.com/journals/jamanetworkopen/fullarticle/2833776
https://www.gov.uk/drug-safety-update/abrysvov-pfizer-rsv-vaccine-and-arexvyv-gsk-rsv-vaccine-be-alert-to-a-small-risk-of-guillain-barre-syndrome-following-vaccination-in-older-adults
https://www.tga.gov.au/news/safety-updates/updated-warnings-respiratory-syncytial-virus-vaccines-arexvy-and-abrysvo
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RSV product (company) Population Schedule and dose Main safety findings from clinical trials

For protection of older adults

Serious adverse events: any up to 6 months following vaccination
(median follow-up time not reported)

Vaccine: 4.2% (95% CI 3.8, 4.6)

Placebo: 4.0% (95% CI 3.7, 4.4)

Systemic adverse events: up to 4 days following vaccination
Vaccine: 49% (no Cl provided)

Placebo: 23% (no CI provided)

Fatigue, headache, muscle pain and joint pain most common

Local adverse events: up to 4 days following vaccination
Vaccine: 62% (no Cl provided)

1 dose Placebo: 10% (no CI provided)

Injection site pain most common

Vaccination of healthy

Arexvy (GSK) adults aged 260 years

Adverse event of special interest (AESI) (GBS)

Early post-market surveillance data from the US and UK in adults
aged 260 years suggest a very rare higher than expected rate of
GBS following vaccination with Abrysvo or Arexvy (e.g. one
analysis estimates 9-18 excess cases of GBS per million doses of
Abrysvo, and 5-7 excess cases per million doses of Arexvy. These
are both higher compared with an expected rate of 2 GBS cases
per million doses. The TGA has issued advice regarding the low
risk of GBS following vaccination and the product information for
both vaccines has been updated.
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National Centre for
Immunisation Research
and Surveillance

Australia

RSV product (company) Population Schedule and dose Main safety findings from clinical trials

For protection of older adults

Serious adverse events: any up to 6 months following vaccination
(median follow-up time not reported)

Vaccine: 3.6% (95% Cl 2.0, 6.0)

Placebo: 2.1% (95% CI 0.6, 5.3)

Fatigue (most common systemic adverse event): up to 4 days
following vaccination

Vaccination of adults aged
Arexvy (GSK) 50-59 years with risk 1 dose Vaccine: 36% (95% Cl: 31.0, 40.9)
conditions Placebo: 19% (95% CI: 13.7, 25.4)

Injection site pain (most common |ocal adverse event): up to 4
days following vaccination

Vaccine: 75% (95% Cl: 70.5, 79.5)

Placebo: 14% (95% ClI: 9.2, 19.6)
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National Centre for
Immunisation Research
and Surveillance
Australia

RSV product (company) Population Schedule and dose Main safety findings from clinical trials

For protection of older adults

Serious adverse events: any up to 10.2 months following
vaccination (median follow-up time not reported)
Vaccine: 2.3% (95% Cl 2.1,2.5)

Placebo: 2.3% (95% Cl 2.0, 2.5)

Systemic adverse events: up to 7 days following vaccination
Vaccine: 27.4% (no Cl provided)

Placebo: 25.7% (no CI provided)

Fatigue, headache, and muscle pain most common

Local adverse events: up to 7 days following vaccination
Vaccine: 12.1% (no Cl provided)

1 dose Placebo: 6.6% (no Cl provided)

Injection site pain most common

Vaccination of healthy

Abrysvo (Pfizer) adults aged 260 years

Adverse event of special interest (AESI) (GBS)

Early post-market surveillance data from the US and UK in adults
aged =60 years suggest a very rare higher than expected rate of
GBS following vaccination with Abrysvo or Arexvy (e.g. one
analysis estimates 9—-18 excess cases of GBS per million doses of
Abrysvo, and 5-7 excess cases per million doses of Arexvy.
These are both higher compared with an expected rate of 2 GBS
cases per million doses. The TGA has issued advice regarding
the low risk of GBS following vaccination and the product
information for both vaccines has been updated.
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O)YNCRS

RSV product (company)

National Centre for
Immunisation Research
and Surveillance
Australia

Population

Schedule and dose

Main safety findings from clinical trials

For protection of older adults

mRESVIA (Moderna)

Vaccination of healthy
adults aged 260 years

1 dose

Serious adverse events: any (median follow-up time 3.7 months)

Vaccine: 2.8% (no Cl provided)
Placebo: 2.8% (no Cl provided)

Systemic adverse events: up to 7 days following vaccination
Vaccine: 47.7% (no Cl provided)
Placebo: 32.9% (no CI provided)
Fatigue, headache, muscle pain and joint pain most common

Local adverse events: up to 7 days following vaccination
Vaccine: 58.7% (no Cls provided)

Placebo: 16.2% (no Cls provided)

Injection site pain most common

Abrysvo (Pfizer)

Vaccination of healthy
women with singleton
pregnancies at 24—-36
weeks gestation for the
protection of infants

1 dose

Serious adverse events: any (maternal) up to 6 months following

vaccination (median follow-up time not reported)
Vaccine: 6.1-16.2%
Placebo: 12.0-15.2%

Serious adverse events: any (infants) up to 24 months from birth
(median follow-up time not reported)

Vaccine: 17.5-36.0%

Placebo: 17.5-32.8%

Adverse event of special Interest (AESI): preterm (<37 weeks)
birth

Vaccine: 5.3-5.7%

Placebo: 2.6-4.7%

Note: There is no statistically significant difference between
vaccine and placebo, but the clinical trials were not powered to
detect rare events.
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National Centre for
Immunisation Research
and Surveillance
Australia

Vaccination of healthy
women with singleton
Abrysvo (Pfizer) (cont.) pregnancies at 24—-36
weeks gestation for the
protection of infants

1 dose

Preliminary findings from post-market surveillance in the US found
that the incidence of pre-term births was 4.1% among pregnant
women who received Abrysvo during the 2023-2024 respiratory
season. This was within the expected range of the incidence of
pre-term births at 32—36 weeks’ gestation (3.1-6.1%) prior to
introduction of this vaccine. Another interim study of over 50,000
pregnancies found the risk of preterm birth was lower in women
who received Abrysvo from 32 weeks gestation than women who
did not receive the vaccine (adjusted hazard ration = 0.76 [95% ClI
0.62, 0.91]).

Adverse event of special interest (AESI) (GBS)

Preliminary findings from post-market surveillance in the US are
monitoring the rare AESI of GBS in people aged 65 years and
over. This rare event has not been seen in pregnant women who
received the vaccine.

Systemic adverse events (maternal) up to 7 days following
vaccination

Vaccine: 62.2-63.2%

Placebo: 59.2-62.4%

Fatigue most common

Local adverse events (maternal) up to 7 days following
vaccination

Vaccine: 31.6-42.5%

Placebo: 13.7-10.4%

Injection site pain most common
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National Centre for
Immunisation Research
and Surveillance
Australia

Schedule and dose Main safety findings from clinical trials

RSV product (company) Population

For protection of infants

Beyfortus (nirsevimab);

Monoclonal RSV antibody
administered to infants
aged <1 year (50% <3

Serious adverse events: any through to 360 days following
immunisation (median follow-up time not reported)
Nirsevimab: 6.3% (125/1998); no Cl provided

Placebo: 7.4% (74/996); no Cls provided

(Sanofi & AstraZeneca) months of age) who had 1 dose
been born =35 weeks AESI:T" through to 360 days following immunisation (median
gestation (healthy term/ex follow-up time not reported)
late pre-terms) Nirsevimab: 0.2% (4/1998); no Cl provided
Placebo: 0% (0/996); no ClI provided
Serious adverse events: any through 6 months following
immunisation (median follow up time not reported):
Monoclonal RSV antibody Nirsevimab: 2.2% (89/4015); no Cl provided
administered to infants Standard care: 1.7% (67/4020) no CI provided
aged <1 year (median aged
4.5 months) who had been Serious adverse events: related through 6 months following
Beyfortus (nirsevimab); born =229 weeks gestation 1 dose immunisation (median follow up time not reported):

(Sanofi & AstraZeneca)

who were not eligible to
receive palivizumab
(healthy at term/preterm)
and entering their first RSV
season

Nirsevimab: <0.1% (1/4015); no CI provided
Standard care: 0% (0/4020); no ClI provided

AESIt: through 6 months following immunisation (median follow
up time not reported)

Nirsevimab: 0.1% (3/4015); no Cl provided

Standard care: <0.1% (1/4020); no CI provided
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Immunisation Research
and Surveillance
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RSV product (company) Population

Schedule and dose

Main safety findings from clinical trials

For protection of infants

Monoclonal RSV antibody
administered to infants
aged <2 years with
haemodynamically
significant congenital heart
disease

Synagis (palivizumab); (Sobi)

5 once-monthly doses

Serious adverse events: any through 150 days (30 days after last
scheduled study injection); (median follow-up time not reported)
Palivizumab: 55.4% (354/639); no Cl provided

Placebo: 63.1% (409/648); no Cl provided

(p=0.005)

Palivizumab recipients had 12% relative risk reduction in any SAE

compared with placebo (RR 0.88 [95% CI, 0.80, 0.96])

Serious adverse events: related through 150 days (30 days after
last scheduled study injection); (median follow-up time not
reported)

Palivizumab: 0% (0/639); no CI provided

Placebo: 0.5% (3/648) (p=0.249); no Cl provided

Palivizumab recipients had statistically non-significant 86%
relative risk reduction in related serious adverse events compared
with placebo (RR 0.14 [95% CI, 0.01, 2.80])
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RSV product (company)

National Centre for
Immunisation Research
and Surveillance
Australia

Population

Schedule and dose

Main safety findings from clinical trials

For protection of infants

Clesrovimab (MK-1654);
(MSD)

Monoclonal RSV antibody
administered to infants
aged up to 12 months,
including:

e healthy infants who are
an early or moderate
pre-term infant (=29 to
34 weeks and 6 days
gestational age) or a
late pre-term or full-
term infant (=35 weeks
gestational age)
entering their first RSV
season

1 dose

Serious adverse events: any through 365 days following
immunisation (median follow up time not reported):
Clesrovimab: 11.5% (278/2409)

Placebo: 12.4% (149/1202)

Serious adverse events : related through 365 days following
immunisation (median follow up time not reported):\
Clesrovimab: 0.0% (1/2409)

Placebo: 0.1% (1/1202)

AESI: through 42 days following immunisation:

Clesrovimab

Rash 0.5% (11/2409); anaphylaxis/hypersensitivity 0.0% (1/2409)
Placebo: Rash 0.3% (4/1202); anaphylaxis/hypersensitivity 0%
(0/1202)
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National Centre for
Immunisation Research
and Surveillance
Australia

RSV product (company) Population Schedule and dose Main safety findings from clinical trials

For protection of infants

Serious adverse events : any through first RSV season (median
follow up time not reported):

Clesrovimab: 22.2% (99/445); no CI provided

Monoclonal RSV antibody Palivizumab: 24.4% (110/450); no Cl provided

administered to infants up

) . Serious adverse events : related through first RSV season
to 12 months, including:

(median follow up time not reported):

Clesrovimab (MK-1654); e infants at risk for 1 dose of clesrovimab | Clesrovimab: 0% (0/445); no Cls provided
(MSD) severe RSV disease 3-5 doses palivizumab | Plaivizumab: 0.4% (2/450)
who have been
recommended to AESI: through 42 days after the first dose (median follow up time
receive palivizumab not reported):
Clesrovimab
Rash 0.7% (3/445); anaphylaxis/hypersensitivity 0% (0/445)
Palivizumab

Rash 0.2% (1/450); anaphylaxis/hypersensitivity 0% (0/450)

T Adverse events of special interest (AESI) were hypersensitivity, immune complex disease and thrombocytopenia

* All four AESI were assessed by the study investigator as related hypersensitivity events and were limited to cutaneous findings. No other anaphylaxis or other serious
hypersensitivity were reported

** Four infants had at least 1 AESI. These events were drug reaction (reported as fever and rash) (1 participant), maculopapular rash (1 participant), allergic dermatitis (1
participant) in the nirsevimab group; and food allergy (1 participant) in the standard care group
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