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Options for RSV prevention

Monoclonal antibodies RSV vaccines
* Synagis (palivizumab) * Arexvy (RSVPreF3)
* Beyfortus (nirsevimab) * Abrysvo (RSVpreF)

\ P

\ Gatt 2023. Prevention and treatment strategies for RSV.



https://www.mdpi.com/2076-0817/12/2/154
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Beyfortus MOA

* Engineered human monoclonal antibody

* Binds to prefusion protein for RSV and
Inhibits membrane fusion for viral entry

to host cell

* Injected antibodies provide direct and
Immediate protection against disease

* Does not activate the iImmune system
 Protection wanes as antibodies degrade

 Effective for 6 months

Mazur 2023. RSV prevention within reach: the vaccine and monoclonal antibody landscape.

\ Azzari 2021. Epidemiology and prevention of RSV infections in children in ltaly.

Immunoprophylaxis

Nirsevimab
(Site ©)
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https://www.thelancet.com/action/showPdf?pii=S1473-3099%2822%2900291-2
https://www.researchgate.net/publication/355076703_Epidemiology_and_prevention_of_respiratory_syncytial_virus_infections_in_children_in_Italy
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Beyfortus Efficacy (MELODY)

Nirsevimab given before the RSV season lowered the risk of MA RSV LRTI in
healthy late-preterm and term infants

Medically Attended Lower Respiratory Tract Infection Hospitalization for Lower Respiratory Tract Infection
through Day 150 through Day 150
Efficacy, 74.5%; 95% Cl, 49.6 to 87.1; P<0.001 Efficacy, 62.1%; 95% CI, 8.6 to 86.8; P=0.07
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Hammitt 2022. Nirsevimab for prevention of RSV in healthy late-preterm and term infants.




Beyfortus Precautions

When not to give it Side effects
* Current RSV infection * Rash (mild-moderate)
 History of RSV infection in * Fever

current RSV season (except .+ Injection site reactions

Immunocompromised infants)

» Healthy infant (no risk factors)
with mother who received
Abrysvo during pregnancy

« Moderate to severe illness, with
or without fever — consider defer
with clinical discretion

* Overall rates of adverse events
were comparable with placebo

NACI. RSV vaccines.



https://www.canada.ca/en/public-health/services/publications/healthy-living/canadian-immunization-guide-part-4-active-vaccines/respiratory-syncytial-virus.html

Beyfortus Prescribing

For neonates and infants based on
body weight at the time of dosing’

\
Weight <5 kg Weight =5 kg
WA N/
1x 50 mg dose 1x 100 mg dose
J
—— :
1 wemme = e .
gEeag‘fortus e | ¢ Beyfortus™ (EETED
...... = i e

https://www.campus.sanofi/ie/products/vaccines/beyfortus

Second RSV season:

For children who remain vulnerable to
severe RSV disease, up to 24 months of age'

N
Regardless of body weight
N
200 mg administered as
2 x 100 mg in a single appointment y

Different injection sites should be used

Beyfortus is for IM injection only.
Preferably in the anterolateral aspect of the thigh.

Can be given at the same time as, or at any time
before or after other immunization products.

i NYFHT



NACI RSV guidelines

Beyfortus (nirsevimab)
* Reduce hospital admission by 81-83%
 Reduce MA RSV LRTI* Iin healthy infants by 80%

ADrysvo
* Reduce hospital admission in infants by 57%
 Reduce MA RSV LRTI in infants by 51%

* Medically attended RSV lower respiratory tract infections




NACI RSV guidelines

1) Beyfortus is recommended for all infants entering, or born
during, their first RSV season

2) Beyfortus is recommended over Abrysvo due to Beyfortus’
superior efficacy, duration of protection and available safety

data.

3) Infants whose gestational parent received Abrysvo, still need
Beyfortus if:
 Infant meets criteria for high risk of severe RSV disease
« Infant born less than 2 weeks after administration of Abrysvo

NACI. RSV vaccines.



https://www.canada.ca/en/public-health/services/publications/healthy-living/canadian-immunization-guide-part-4-active-vaccines/respiratory-syncytial-virus.html

Publicly funded RSV programs

Beyfortus (monoclonal antibody) for infants

Eligible patients:

« Born in 2024 prior to the RSV season (i.e. entering their first RSV season)
« Born during the 2024/25 RSV season (November-April)

« Children up to 24 months of age who remain vulnerable from severe RSV
disease through their second RSV season

Chronic lung disease

Congenital heart disease

Severe immunodeficiency

Down syndrome/Trisomy 21

Cystic fibrosis

Neuromuscular disease impairing clearing of respiratory secretions

Severe congenital airway anomalies impairing the clearing of respiratory secretions

MOH (August 8, 2024). Infant and high-risk children RSV prevention program guidance for HCP — Beyfortus.



https://www.ontario.ca/files/2024-08/moh-infant-high-risk-children-rsv-beyfortus-guidance-hcp-en-2024-08-28.pdf

Publicly funded RSV programs

Abrysvo (RSV vaccine) for pregnant individuals
Eligible patients:

* Pregnant individuals (32-36 wks gestational) who will deliver prior to or
during RSV season (November-April)

[A Be sure to also include Abrysvo receipt in hospital/antenatal record ]

MOH (August 8, 2024). Infant and high-risk children RSV prevention program guidance for HCP — Abrysvo.
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https://www.ontario.ca/files/2024-08/moh-infant-high-risk-children-rsv-abrysvo-guidance-hcp-en-2024-08-28.pdf

Publicly funded RSV programs

Vaccine Ordering Details:

Submit Toronto Provider RSV Vaccine
Order Form (updated October 2024)

Send completed forms to
vaccineorder@toronto.ca

Do not batch order

Toronto Public Health will be monitoring
orders and may contact HCPs if
clarifications on their orders are required.

*slide updated October 24, 2024

> . .

: Toronto Provider RSV Vaccine Order Form
tg Ontario
Email your vaceine order to vacsineorder fitoronto.ca Ministry Use Only - Crder no.:

= Maintain no more than a one month supply in your vaccine fridge at any fime.

- Complete ALL fields to avoid a delay in processing your vaccine order.
Please visit the OPS webpage for more mformation on public health unit locabons and contact information

Client ne. | Customer Requisition ne. Date of requisilion {yyyyimmda)
Order placed by
Last Name ‘ First Name

Telephone No. | Fax No. | Email Address

Vacanating Facility

O Long-Term Care Home [0 Retwement Home
Indigenous Long Term Care Home {Elder Care Lodge) Hospital
Primary Care Office Obstetrician
Midwife' Other (specty]
Ship to Address
Unit Mo Strest No. Strest Name PO Box
CityiTown Province: Postal Code

*Midwives must have a direct order. medical directive or delegation to administer Beyfortus as specified in O_Req 188/24 under the Midwifery Act.
1991,

Shipping Instructions
Altematue delivery sites must have 3 montored refrigerator for vaccine storage that has been inspected by yourlocal public health unit. Staff must be available
to receive the vacsine order on the scheduled delivery day. I the office is closed (e.g.. closed for lunch, etc.), your arder will NOT be redeliversd until your NEXT
scheduled dalivery day.

Refer to the cument for Ontario for lity criteri,

igible Older Adults and Eligible Pregnant Individuals

— Pack Packa
Product No. Description o’" H’;‘ﬂ;’ DosesiPhg | Catalogue no. | =
_ Respiratory Syncytial Vinus Stabilized Prefusion F Subunit (RSV) Vaccine
65123240 | (apnevo 0.5 ml) !
Eligible Infant and Children ONLY

— Packages Fackages
Product No. Description on Hang | DosesiPkg | Catalogue no. Required
57122000 Passive Immunizing Agent, BEYFORTUS, RSVAD (0.5 ml Prefiled Syringe)" 1
57124000 Passive Immunizing Agent, BEYFORTUS, RSVAb (1 ml Prefiled Syringe) " 1
657124001 Passive Immunizing Agent, BEYFORTUS, RSVAb {1 ml Prefiled Syringe) " 5

1Each Beyforus® pre flled syringe is for single use only.
“Beyfortus® is a passive immunizing agent that must follow the Vaccine Storage and Handling Guidelines. it must be stored in a TPH inspected refrigerator at a
temperature between +2°C and +8°C. Please keep the product in the original outer carton uniil administration to protect it from lght. It cannot be frozen,
shaken, or exposed to heat. Once removed from the refrigerator, Beyfortus ® should be administered immediately

Customer - Authorizad official [please print)

Last Name First Name Signature

Note — Questions about immunizations can be directed to Toronto Public Health at immunizstiong@toronto.ca
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https://www.toronto.ca/wp-content/uploads/2024/10/962c-PublicHealthTorontoProviderRSVVaccineOrderForm.pdf
mailto:vaccineorder@toronto.ca

EMR: RSV prevention macro/stamp

EMR documentation
Macro/stamp "“RSVbeyfortus”
 Discussion guide

» Benefits, risks

« Recommendations

* Eligibility for publicly funded
RSV program

*Updated October 24, 2024

RSV Publicly Funded Infant Prevention Program 2024/25

Discussed RSV, high-risk populations, and seasonality.

Provided information on changes to Ontario’s RSV prevention program for infants.

Discussed Beyfortus:

- NACI recommended first line; monoclonal antibody providing immediate protection.

- Eligibility: infants born in 2024 before RSV season, infants born during the season, and high-risk
children up to 24 months.

- Efficacy: reduces RSV-related hospitalizations by up to 83% and medically attended visit due to
RSV by 80% for up to 6 months

- Dose: Single-dose IM injection. Weight based dosing (50 mg if <5 kg, 100 mg if =5 kg, 200mg if <24
months and high risk).

- Common side effects: injection site reaction, fever, rash. Possible hypersensitivity reactions.

Outcome of Discussion:

«Parent agreeable to receive Beyfortus. Appointment scheduled.»

«Parent agreeable to receive Beyfortus and will call back to schedule appointment.»
«Parent declines Beyfortus immunization.»

«Parent undecided, will follow up.»




PSS - Beyfortus

* Not yet available in Medications
* No Immunization Agent option yet
» Create Prescription favourites

g Beyf5o Choase 2 Medication
* Beyfl00 =

Suggestions for: beyf

-~ |beyf

° Favourite beyf100: Beyfortus 100 mg /1 mL IM solution (wt =5 kg)
ey Treatment Type: Medication Route: Unknown

Instructions: 1 mL IM as a single dose

% MNew treatment for Sam Test

Treatment
Name: Beyfortus 100 mg /1 mL IM solution (wt =5 kg)

Label Instructions: ' 1mL IM as a single dose

® Dosage checking not performed: No quantified dosage entered.

Quantity /Duration: 1 day(s)

¥ Administering Details
‘ Immunizing Agent:
Site: ||
Lot:
Expiry Date: 4 +

X

Search

nt

id by External Provider

Prescription Favourites

& Favourite beyf100; Beyfortus 100 mg 1 mL IM solution (wt =5 kg) 1 mL IM as a single dose
@ Favourite beyf200: Beyfortus 100 mg/f1 mL IM solution (2nd RSV season, high risk) 200 mg IM as single dose (two 100 mg/1 mL IM
& Favourite beyfs0: Beyfortus 50 mg/0.5 mL IM solution {(wt <5 kg) 0.5 mL IM as a single dose

E: 4 Tue, Oct 15, 2024

r
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Accuro - Beyfortus

* Immunization Summary In the meantime:
"RSV mAb” » Enter “nirsevimab” as

- But...Beyfortus “brand” is not Active or External Medication
available for administration « Enter immunization details in
until Accuro update SIG

» May need to retrospectively Vaccine Lot: |
re-enter immunization Vaccine expiry date:

- Administered date:
summary (QI project?) Administered by:

Vaccine site:




EMR gqueries

Oct/Nov 2024

Beyfortus start
in hospital

EMR query
# babies eligible
for Beyfortus at
NYFHT

DOB Jan2024
onward

Distribute physician
patient lists in EMR

RSV 2024/2025
season

Offer Beyfortus
to eligible
babies

EMR query

# eligible babies
who received
Beyfortus from

NYFHT

15
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Patient Resources

Protecting Infants and High-Risk Children
during RSV Season

HCARE PR

Respiratory Syncytial Virus (RSV) is one

of the most common respiratory viruses in
infants and young children.

RSV contnbutes 1o a ngndicant burden of daease n nfancy, 0
3ddition to having 3 considerable impact on the healthcare
system during RSV season with emergency department visits,
"ospitatzations and intensive Care unit admissIONS

As of May 2024, Canada's National Advisory Committee on "
mmunization (NAC!) recommended that provinces and

territones buld towards urvversal infant RSV immunization
programs; Ontario is one of the first provinces to do so.

—4

What has changed with Ontario’s RSV prevention program for infants?

What are the eligibility criteria for
Beyfortus?

For the 2024/25 season in Ontario, Beyfortus is publicly
funded for infants and young chidren

y is the publicly funded infant
product being transitioned from
Synagis to Beyfortus?

© Bom in 2024 prior to ™e RSV season®
© Bom curng the 2024125 RSV seascn
© Up1to24 months of 3ge who remain vulnerabie to severe
RSV Gisease through their 56cond RSV 56500 (refer 10
oy 3 x 3 foe

Oetals)
The RSV season is generally from November to April
but varies by regon and year. The Ministry of Health
declares a start and end date to the RSV season

https://www.pcmch.on.ca/wp-

is Abrysvo administered and at
dosage and frequency?
vo is administered by 3 single dose of 0.5mL
reen 32 and 36 weel

plementation Support

ere should | go with questions regarding
lementation?

ks gestation. The vaccine is

What if my pregnant patient would like to
receive the Abrysvo vaccine?

Prenata! oukd provide information on both
vaccinatio Cts 1o their pregnant patients
however, only Beyfortus OR Abrysvo is recommended, except in

ces (e.g., 3 high-risk infant bom to someane

safety profile over vaccinating pregnant individuals. Therefore,
Bey ne preferred methad for safeguarding infants.

Results from clinical triafs demonstrated that Abrysvo reduced
the liketihood r RSV by 68% within
x months.

after birth and 57% with

Communicating with Patients and
Families

The Provinciat Council for Maternal an
has developed a parent fa

can be
and expectant
making conves

ent el

arents to support

about how 10 protect

eazon

© RSV Overview (e.g., wh
and high-risk children, e

Immunization Options.

Beyfo cach)

Beyfortus (¢ g, csgiity, timing, frequency
route, safety, efficacy

route, safety, efficacy)

Prevention Strategies (¢.g .

contact with sick Individuals

°
o
© Abrysvo (e.g., elguity, timing, frequency.
°
o

Documentation (e.g., keeping immunization

up-to-date)

Protecting Your Child from RSV

AND EXPECTANT PARENTS

What is RSV?

Respiratory syncytial virus (RSV) is a major cause of
respiratory iliness that affects the airway and lungs,
ezpecially in babies and young children.

What are the symptoms of RSV? What can I do to protect my infant
against RSV?
geting o RSV et Trasa e

A preventive antibody medication that ks ghven 1o 3
chid

° A vaccing that is ghven 10 3 pregrant person

ptions is needed 1o help

preventive ant

weced unkess recommended by 3

Canada's National Adwsory Commttes on Inmunization
(NACY recommends the preventive antody mediation 1o
e given 10 a cNid as the preferred form of protection
against RSV infoction over the vaccing being given to 8
prognant person. T

w wol

Beyfortus™ (also known by the name of
nirsevimab) is the preventive antibody
dication that is r ded.

https://www.pcmch.on.ca/wp-

content/uploads/pcmch-rsv-provider-fact-
sheet.pdf

content/uploads/pcmch-rsv-parent-fact-
sheet.pdf
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Patient Resources

Ontarlo@
Ministry of Health
Infant and High-risk Children
Respiratory Syncytial Virus (RSV)
Prevention Program = Immunity,
Monoclonal Antibodies and Vaccination

Version 1.0 — August 8, 2024
This fact sheet provides basic information only. It is not intended to provide or repl

medical advice, diagnosis, or treatment. You should tak to a health care professional
about health concerns and iliness.

Immunity

Immunity against diseases is achieved by the presence of antibodies in the body.

Antibodies are proteins the body produces to neutralize or destroy harmful organisms,

such as viruses and bacteria, that cause di . These ar are specific to each
(eg., antib will only help protect a person exposed to measles).

Immunity is divided into two types: active and passive.

Active immunity arises when the immune sy is prompted to prod antibodies in
P to exp toad organism. This can happen through natural infection
or vaccination.

« Natural immunity develops when a person is exposed to and infected by a
disease organism.

* Vaccine-induced immunity occurs when a person is vaccinated with a killed or
weakened form of the disease organism or part of it (e.g., protein).

In both cases, the yst the and can quickly produce
antibodies if exposed again. Active immunity takes time to develop (usually several
weeks) but tends to be long-lasting, providing life-long p: . However,

some diseases, like respiratory syncytial virus (RSV), do not provide long-lasting natural
immunity.

Passive immunity is obtained when a person is given ready-made antibodies rather
than their immune system producing them.

)
A NYFHT

https://www.ontario.ca/files/2024-08/moh-

2024-08.29. odf

Ontario @

Ministry of Health

Infant and High-risk Children
Respiratory Syncytial Virus (RSV)
Prevention Program — Monoclonal
Antibody for Infants and High-risk
Children

Version 1.0 - August 8, 2024

This fact sheet provides basic information only. It is not intended to provide or repl
medical advice, diagnosis, or treatment. You should talk to a health care professional
about health concerns and iliness.

Protecting Your Infant from RSV: Understanding Your
Options

Two safe and effective ways to help prevent RSV infections in infants are available in
Ontario: jon during pregs y (Abrysvo™) and monoclonal antibodies
(Beyfortus™) given after birth.

Generally, only one product is recommended to help protect an infant from RSV. Using
both the vaccine and the monodonal antibody is not necessary, unless the infant is
high-risk (e.g., 1 y is ded for all infants with certain medical
conditions such as d ) per dation by a health care provider.

The National Advisory Committee on Immunization (NACI) r the
antibody product, Beyfortus™, be used over the ination of the pregnant individual
based on its efficacy (i.e., how well it works), duration of protection, and safety profile.

This fact sheet presents information only for the monocional antibody prevention
product Beyfortus™. For information about the vaccine available to pregnant persons,
please see the Infant RSV prevention program — Vaccine for pregnant individuals.

Beyfortus™ Provides Immediate RSV Protection for
Infants
Beyfortus™ is an injectable monocional antibody given to infants soon after birth during

the RSV season, young infants born prior to the RSV season, and high-risk children
during their second RSV season. The RSV season is generally from November to April,

1

Ontario @

Ministry of Health

Infant and High-risk Children
Respiratory Syncytial Virus (RSV)
Prevention Program - Vaccine for
Pregnant Individuals

Version 1.0 - August 8, 2024

This fact sheet provides basic information only. It is not intended to provide or repl
medical advice, diagnosis, or treatment. You should tak to a health care professional
about health concerns and iliness.

Protecting Your Infant from RSV: Understanding Your
Options

Two safe and effective ways to help prevent RSV infections in infants are available in

Ontario: vaccination during pregnancy (Abrysvo™) and monocional antibodies
(Beyfortus®) given after birth.

Generally, only one of these products is recommended to help protect an infant from

RSV. Using both the ine and the ional antibody is not r Y. unless the
infant is high-risk (e.g., ional antibody is ded for all infants with certain
medical conditions such as cardiac ) per r 1 by a health care
provider.

The N Advisory C onl ion (NACI) r the

antibody product, Beyfortus®, over the vaccination of the pregnant individual based on
its efficacy (i.e., how well it works), duration of protection, and safety profile.

This fact sheet presents information about the Abrysvo™ vaccine for pregnant
individuals. For information about the antibody prevention p«oduct ava-lable to infants,
please see the fact sheet, Infant RSV p prog - ly for
infants and high-risk children.

Vaccination for Pregnant Individuals

Health Canada authorized the Abrysvo™ vaccine to be given to pregnant individuals
between 32 and 36 weeks of pregnancy if they will deliver near the start of or during
RSV season. The RSV isg iy from N ber to April, peaking in

D+ . In resp to the the preg person that are

https://www.ontario.ca/fiIes/2024-08/moh-infant-

2024 08 28 pdf

https://www.ontario.ca/files/2024-08/moh-
infant-high-risk-children-rsv-abrysvo-
pregnancy-en-2024-08-28.pdf
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Questions? ™
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