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Evaluation of and expected access to new RSV vaccines and long-acting 

monoclonal antibody (mAB) in Australia as at 7 May 2024 
 

RSV 

vaccine/mAB 
Indication 

Therapeutic 

Goods 

Administration 

(TGA) 

approval 

(registration) 

Pharmaceutical Benefits 

Advisory Committee 

(PBAC) assessment for 

funding 

National Immunisation 

Program inclusion/funded 

supply 

Private 

market 

supply 

Clinical 

guidance 

Infant protection 

Nirsevimab  

(Beyfortus, 

Sanofi-Aventis; 

long-acting 

monoclonal 

antibody)  

Newborns/infants and 

children up to 24 months 

of age with risk conditions 

TGA approved 

in November 

2023 

July 2024 

State-funded programs: 

• New South Wales 

• Queensland 

• Western Australia 

No 
ATAGI 

statement 

Abrysvo  

(Pfizer; protein 

subunit vaccine) 

 

Infants from birth through 

6 months of age, by active 

immunisation of pregnant 

individuals 

 TGA 

approved in 

March 2024 

March 2024 – not 

currently considered 

cost-effective by PBAC 

No (PBAC nominated the 

Early Resolution re-

submission pathway for 

this item) 

TBD TBD 

  

https://www.tga.gov.au/resources/artg/397898
https://www.tga.gov.au/resources/artg/397898
https://www.tga.gov.au/resources/artg/397898
https://www.pbs.gov.au/industry/listing/elements/pbac-meetings/agenda/pdf/2024/PBAC-meeting-agenda-July-2024-v2.pdf
https://www.health.nsw.gov.au/immunisation/pages/nirsevimab-professionals.aspx
https://www.health.qld.gov.au/clinical-practice/guidelines-procedures/diseases-infection/immunisation/paediatric-rsv-prevention-program
https://www.health.wa.gov.au/Articles/N_R/Respiratory-syncytial-virus-RSV-immunisation
https://www.health.gov.au/resources/publications/atagi-statement-on-nirsevimab-2024?language=en
https://www.health.gov.au/resources/publications/atagi-statement-on-nirsevimab-2024?language=en
https://www.tga.gov.au/resources/artg/406624
https://www.tga.gov.au/resources/artg/406624
https://www.tga.gov.au/resources/artg/406624
https://www.pbs.gov.au/info/industry/listing/elements/pbac-meetings/pbac-outcomes/recommendations-made-by-the-pbac-march-2024
https://www.pbs.gov.au/info/industry/listing/elements/pbac-meetings/pbac-outcomes/recommendations-made-by-the-pbac-march-2024
https://www.pbs.gov.au/info/industry/listing/elements/pbac-meetings/pbac-outcomes/recommendations-made-by-the-pbac-march-2024
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RSV 

vaccine/mAB 
Indication 

Therapeutic 

Goods 

Administration 

(TGA) 

approval 

(registration) 

Pharmaceutical Benefits 

Advisory Committee 

assessment for funding 

National 

Immunisation 

Program 

inclusion/funded 

supply 

Private 

market 

supply 

Clinical 

guidance 

Older adult protection 

Abrysvo  

(Pfizer; protein 

subunit vaccine) 

Adults aged ≥60 years 
TGA approved 

in March 2024 
TBD TBD TBD TBD 

Arexvy 

(GSK; protein 

subunit vaccine 

with adjuvant)  

Adults aged ≥60 years 

TGA approved 

in January 

2024 

July 2024 TBD Available 

ATAGI 

clinical 

statement 

Moderna  

(Moderna RSV 

mRNA-1345 

vaccine) 

Adults aged ≥60 years Submitted TBD TBD TBD TBD 

 

https://www.tga.gov.au/resources/artg/406624
https://www.tga.gov.au/resources/artg/406624
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.pbs.gov.au/industry/listing/elements/pbac-meetings/agenda/pdf/2024/PBAC-meeting-agenda-July-2024-v2.pdf
https://www.health.gov.au/resources/publications/atagi-statement-on-the-clinical-use-of-arexvy-rsv-pre-f3-vaccine-for-rsv?language=en
https://www.health.gov.au/resources/publications/atagi-statement-on-the-clinical-use-of-arexvy-rsv-pre-f3-vaccine-for-rsv?language=en
https://www.health.gov.au/resources/publications/atagi-statement-on-the-clinical-use-of-arexvy-rsv-pre-f3-vaccine-for-rsv?language=en
https://www.tga.gov.au/resources/prescription-medicines-under-evaluation/tbc-moderna-australia-pty-ltd

