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RSV Epidemiology
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RSV is the leading cause of infant hospitalisation in 

Australia. 

> 50% of all infants are infected in the first year of life.

In WA, approximately 1 in every 25 infants are 

hospitalised with RSV in the first year of life.  

RSV infection early in life is associated with developing 

childhood asthma. 
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“Not being infected with RSV during infancy 

was associated with a 26% lower risk of 5-

year current asthma than being infected with 

RSV during infancy.”
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Number of RSV‐coded hospitalisations (principal diagnosis only) of children under 5 
years of age, Australia, 2006–2015
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Hospitalised infants < 1 year of age

Lab-proven RSV 
infections < 1 year of age 

Pneumonia, Acute bronchitis,  
Acute bronchiolitis due to RSV 

(J12.1- J20.5- J21.0)

Plus 80% of admissions 
Acute bronchiolitis, 
unspecified (J21.9) 

2023 993 1,028 1,333 

2022 940 1,035 1,350 

Hospitalisations prevented with 80% coverage & 80% effectiveness 

2023 636 658 853 

2022 602 662 864 

Range 619 660 859 
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WA burden of illness pyramid (benchmarked off UK data)



Preventing RSV
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November 2023, TGA registered Nirsevimab 
(Beyfortus ®) – anti-RSV monoclonal antibody for 
infants. 

This follows the registration in US, UK and EU earlier 
in 2023. 

The indication is:

1. Infants old entering 1st RSV season (~8 months)  

2. High-risk children entering second RSV season



Nirsevimab (Beyfortus)
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Nirsevimab (Beyfortus)
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Not a vaccination but an immunisation using 

a human recombinant monoclonal antibody 

Binds to the fusion protein on the surface of 

the RSV virus to prevent infection

Protection lasts 5 months (= one RSV 

season) 
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In addition to the nirsevimab antibody the product 

contains 

• arginine hydrochloride 

• histidine 

• L-histidine hydrochloride monohydrate 

• polysorbate 80 

• sucrose and 

• water for injection 



Nirsevimab (Beyfortus)
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In clinical trials Nirsevimab was shown to be: 

79.0% effective at preventing medically 

attended RSV-associated lower respiratory 

tract infection (LRTI)  

80.6% effective at preventing RSV-associated 

LRTI with hospitalization

90.0% effective at preventing RSV-associated 

LRTI with ICU admission.



Nirsevimab (Beyfortus)
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Are there any real-world data on uptake 

and effectiveness? 
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https://www.eurosurveillance.org/content/10.2807/1560-7917.ES.2024.29.4.2400033#html_fulltext

84% neonatal uptake in maternity wards (range 66%- 94%)
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https://www.eurosurveillance.org/content/10.2807/1560-7917.ES.2024.29.4.2400033#html_fulltext

69% reduction in 
admissions for 
children < 6 months 
old (232 vs 72)
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https://www.nirsegal.es/en
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https://www.nirsegal.es/en

85% coverage in the catch up cohort < 8 months 
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https://www.nirsegal.es/en

93% coverage in the birth cohort 
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https://www.nirsegal.es/en

Children 1-4 who mostly did not get nirsevimab
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https://www.nirsegal.es/en

> 80% of children got nirsevimab

89% reduction 
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The New Vaccine Surveillance Network: 1 Oct 2023– 29 February 2024. 

Nirsevimab effectiveness was 90% (95% CI = 75%–96%) against RSV 

associated hospitalization.
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Infants immunised with Nirsevimab N=23,127 (87%)

Infants not immunised N=3,398 (13%)
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Nirsevimab Effectiveness Against RSV-Related Outcomes among 

Infants in Catalonia (Spain)
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In this 

analysis, 

the New 

Vaccine 

Surveillan

ce

In this 

analysis, 

the New 

Vaccine

RSV-Associated Hospital Admissions

87·6%

Control 

Nirsevimab
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RSV-Associated ICU Admissions

90·1%
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Bronchiolitis - Emergency Department Visits

55·4%



30

Bronchiolitis - Primary Care Attended

48·1%
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Is Nirsevimab safe? 
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Nirsevimab clinical trial safety data 

In clinical trials when Nirsevimab was given with routine childhood 

vaccines, the safety and reactogenicity profile of the co-administered 

regimen was similar to the childhood vaccines given alone.
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Nirsevimab post-marketing surveillance 

“Serious hypersensitivity reactions have been reported following 
BEYFORTUS administration. These reactions included urticaria, 
dyspnea, cyanosis, and/or hypotonia. Anaphylaxis has 
been observed with human immunoglobulin G1 (IgG1) monoclonal 
antibodies.”

“Because these reactions are reported voluntarily from a population 
of uncertain size, it is not always possible to reliably estimate their 
frequency or establish a causal relationship to drug exposure.”
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1.4 million doses of nirsevimab distributed in the US – 144 adverse event reports  

Data as of 31 Dec 2023
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Nirsevimab post-marketing surveillance 



Nirsevimab Administration 
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As a monoclonal antibody Nirsevimab is not 

expected to interfere with the active immune 

response to co-administered vaccines. 

Can be co-administered with other vaccines.
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Does getting Nirsevimab as a young infant 

simply push a serious RSV illness out to 

your second RSV season? 
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https://pubmed.ncbi.nlm.nih.gov/38219024/
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How does that work? 
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https://pubmed.ncbi.nlm.nih.gov/37095249/

“In summary, nirsevimab provided sustained, high 

levels of NAb throughout an infant's first RSV season 

and prevented RSV disease while allowing the 

development of an immune response to RSV.”



What might the impact be in WA? 
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Hospitalised infants < 1 year of age

Lab-proven RSV 
infections < 1 year of age 

Pneumonia, Acute bronchitis,  
Acute bronchiolitis due to RSV 

(J12.1- J20.5- J21.0)

Plus 80% of admissions 
Acute bronchiolitis, 
unspecified (J21.9) 

2023 993 1,028 1,333 

2022 940 1,035 1,350 

Hospitalisations prevented with 80% coverage & 80% effectiveness 

2023 636 658 853 

2022 602 662 864 

Range 619 660 859 
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Hospitalised infants < 1 year of age

Lab-proven RSV 
infections < 1 year of age 

Pneumonia, Acute bronchitis,  
Acute bronchiolitis due to RSV 

(J12.1- J20.5- J21.0)

Plus 80% of admissions 
Acute bronchiolitis, 
unspecified (J21.9) 

2023 993 1,028 1,333 

2022 940 1,035 1,350 

Hospitalisations prevented with 80% coverage & 80% effectiveness 

2023 636 658 853 

2022 602 662 864 

Range 619 660 859 



When should we start?  
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Seasonality of RSV in WA: 2012-2019

45https://onlinelibrary.wiley.com/doi/full/10.1111/irv.13117
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https://www.health.wa.gov.au/articles/n_r/notifiable-infectious-disease-dashboard

May-Sep



Nirsevimab Administration 
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IM injection – like most vaccines

Same cold chain 2-8 C

8 hours at room temp (20-25 C) 

Pre-filled syringe



Nirsevimab Administration 

48

But 2 different doses 

50mg (0.5 mL) for < 5kg 

100mg (1.0 mL) for >= 5kg 



Nirsevimab Administration 
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Three pronged roll-out for 2024 (if we go ahead)

a) GPs, AMS, CACHS/WACHS: April catch-up of all 

infants born on or after 1 Oct 2023

b) Birthing hospitals: all infants born during RSV 

season (May-Sep) 

c) Paeds specialists – select small group of 

medically high-risk children entering their second 

RSV season 



Nirsevimab Administration Issues 
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Pre-allocation strategy across 555 GPs

• Hexa/Vaxelis doses in 1 year/3  = approximate 

number of children =< 6months of age at a given 

practice 
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Total =16,371  Median is 29.  Range of 7 – 247 children . 
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Nirsevimab Administration Issues 
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It is both scarce and expensive.  Can’t afford 

to have mal-distribution or wastage. 

Throughput. 
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Do Australian Parents know about RSV disease?
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Of the 1,992 participants in the national online 

survey, 89.6% of current parents and 78.7% of 

pregnant and planning parents knew about 

RSV.

Future and current parents had a high level of 

acceptance towards an infant RSV 

immunisation prior to information being 

provided (93.4% and 81.4%, respectively) 

Do Australian Parents know about RSV disease?
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“The health authorities had estimated the number of doses to be ordered 

on the basis of an acceptance rate of 50% on the part of the parents, but 

"very quickly, we realized that these figures were very much below 

reality", noted the pediatrician. 

In reality, "the vast majority of parents who were offered this antibody 

accepted it" and the acceptability was finally "very high", "about 

90%”.

“The 200,000 doses initially ordered were therefore supplemented by 

50,000 additional doses.”

“He also indicated that the first safety data were "very reassuring",

"with for the moment side effects both infrequent and non-severe", and 

"no signal" pharmacovigilance.”
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More than half of all infants in WA will get infected by 

RSV this winter.

While most infant’s RSV illness will not be serious, it’s 

impossible to predict which children will become 

severely ill.

In WA, our hospital records show that 1 in every 25 

children get hospitalised by RSV in their first year of life; 

most of these infants were previously healthy babies.

Nirsevimab is a medicine that has been proven to be 

80% effective at preventing RSV associated 

hospitalisation in infants.    

Talking with parents about RSV and Nirsevimab*  

* Effler’s personal perspective 
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Nirsevimab is not a vaccine, but it does provide 

protective immunity because it contains antibodies that 

neutralise the RSV virus.

Unlike a vaccine, the protection provided starts within 

hours after administration and is full strength within a 

few days. 

While nirsevimab is a recent RSV antibody medicine, 

we have been using other RSV antibody medicines to 

protect the most vulnerable babies for more than 20 

years. 

Nirsevimab represents the ‘next generation’ of RSV 

antibody medicines – it works better and lasts longer.        

Talking with parents about RSV and Nirsevimab  
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In clinical trials, most children had no unwanted 

reactions to nirsevimab.

Still, as with any medicine, there is always the very 

remote chance your baby could have serious allergic 

reaction.

But more than a million doses of nirsevimab were 

administered to infants in the US and Europe last year 

and in my assessment the benefits clearly outweigh the 

potential risks.  

Talking with parents about RSV and Nirsevimab  
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We have a unique opportunity in WA to keep hundreds 

of infants from being hospitalised this winter  

But bringing nirsevimab into WA, in an of itself, will do 

nothing to protect these babies – we have to administer 

this preventive medicine to have impact  

That will take work  

But I think it will be worth the effort  

Talking with providers about RSV and Nirsevimab  



Thank you!
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