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RSV - Background

RSV is a severe lower respiratory illness that impacts infants, young children, and older adults, often
resulting in hospitalization. Highest rates of RSV are seen in infants 3 months and younger, decreasing
with age, with risk decreasing as the infant ages (usually around 8 months).

The disease burden of RSV, influenza, and COVID-19 has strained hospital capacity in Ontario during
recent respiratory seasons. The 2022 - 23 RSV season saw:

3,850 Hospitalization admissions of children under 2 years

539 ICU admissions of children under 2 years

There are two types of products that can prevent severe RSV infection:
vaccines, which stimulate the immune system to produce antibodies (Abrysvo™ - Pfizer), and

prophylaxis drugs, which offer antibodies for protection (Synagis® - AstraZeneca; Beyfortus™ -
Pfizer)

Up until 2023, no RSV vaccine had been approved in Canada, and only Synagis® was utilized in
Ontario's program for high-risk infants.

The previous program was only for high-risk infants and children and required an adjudication
process for eligibility.
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Infant RSV Prevention Program: 2024-25 Season

Manufacturer Sanofi Pfizer
Product Type Monoclonal Antibody Stabilized subunit vaccine
Eligibility  Bornin 2024 before current RSV season Pregnant individuals from 32 to 36 weeks
« Born during the 2024/25 RSV season gestational age
. Children 12 months and up to 24 mon’Fhs of age who Delivering during RSV season
remain vulnerable from severe RSV disease (see
Table 1)
Dosing 1 dose 1 dose: 0.5 mL (120 mcgQ)
Age and Weight-based dosing Requires reconstitution

Infants born during the current RSV season
<5kg: 50 mgin 0.5 mL

> 5 kg: 100 mgin 1.0 mL

Route Intramuscular Intramuscular (deltoid preferred)

Timing October through to end of March September through to end of March
(tentative)



Infant RSV Prevention Program: 2024-25 Season

Table 1: High-risk Infants for RSV Disease During Second RSV Season

(up to 2 years of age)

« Chronic lung disease of prematurity, including bronchopulmonary dysplasia/chronic lung
disease
Note: Children who were < 12 months of age and approved for coverage in the previous
RSV season for chronic lung disease and bronchopulmonary dysplasia remain eligible.

« Hemodynamically significant congenital heart disease

« Severe immunodeficiency

* Down Syndrome / Trisomy 21

» Cystic fibrosis with respiratory involvement and/or growth delay
* Neuromuscular disease

« Severe congenital airway anomalies impairing clearing of respiratory secretions



NACI Statement and Recommendations

Only one of these products is recommended to protect infants from RSV, and using both is
unnecessary except in certain circumstances.

« Only one product is publicly funded in Ontario (i.e., parents need to decide between
vaccination during pregnancy or antibody administration for their infant)

« Some exceptions to this (see slide 18)

The National Advisory Committee on Immunization (NACI) recommends Beyfortus as it has
the strongest evidence for infant protection and fewer side effects than the vaccine.

Nirsevimab has been shown to reduce hospital admission associated with RSV by 81 to
83%. It also has shown an 80% reduction in medically attended RSV respiratory tract
infection in healthy infants.

Abrysvo vaccine administered to pregnant women and pregnant people results in a
reduction in RSV associated hospital admission in their infants by 57%. It also reduces
medically attended RSV respiratory tract infection in their infants by 51% in their first RSV

season.
Ontario @



Immunity

There are two types of immunity:
Active Immunity involves stimulating the immune system to produce antibodies against a specific pathogen.
Passive Immunity involves directly transferring antibodies to an individual, protecting a specific antigen.

e e

Mechanism 1.

2.
Protection .
Examples .

Natural Immunity through exposure to and
recovery from disease

Vaccine-induced immunity through
vaccination to create an immune response

Provides long-term protection

Effective about 10 days to 2 weeks after
administration

Helps build immmune memory for faster and
stronger responses for future exposures

Natural infection with diseases like chicken pox
or measles

Vaccines for diseases like measles, polio,
influenza

1.

2.

Antibodies passed from pregnant individual to
baby during pregnancy and through breast milk.
Antibodies administered through medications
such as monoclonal antibodies and immune
globulins

Provides protection immediately after
administration

Short-term protection, typically lasting up to 6
months

Beneficial for individuals who need quick
immunity or cannot produce their own antibodies

Monoclonal antibodies used to prevent diseases
like RSV and COVID-19

Antibodies passed from pregnant individuals to
their babies for early life protection

Ontario @



Comparison of the Monoclonal Antibody and Vaccine for Infant

RSV Prevention

Monoclonal Antibody Provided to Vaccine Provided to Pregnant
Infant Individuals

Immunizing Agent Beyfortus (Nirsevimab)

Indication for Use Infants and high-risk children up to 24
months of age (to be administered
during RSV season)

Type of Immunity for Infant Passive

How it Works Through injection, provides ready-made
antibodies for immediate protection

Timing of Administration Before or during RSV season

How long it takes to be Protection immediately after
effective administration

Duration of Infant Short-term, up to 6 months
Protection

Abrysvo

Pregnant individuals between 32-36
weeks gestation who will deliver during
RSV season

Passive

Stimulates the pregnant individual’s
immune system to produce antibodies.
Antibodies are transferred to the infant
through the placenta and breastfeeding.

Before or during RSV season
(September to February)

Approximately 2 weeks following
administration

Up to 6 months from birth
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Beyfortus Administration Guidelines for Infants and Children

Category Weight Dose Timing
Infants born during the current RSV~ <5kg 50 mgin 0.5 mL Administered from birth
season« (100 mg/mL)
= 5 kg 100 mg in 1 mL Administered from birth
(100 mg/mL)
Infants born in 2024 before the <5 kg 50 mgin 0.5 mL Shortly before the start of
current RSV season starts (up to 12 (100 mg/mL) the RSV season
months of age)* > 5 kg 100 mg in 1 mL Shortly before the start of
(100 mg/mL) the RSV season
Children over 12 months and up to 24 N/A 200 mg (two 1 mL Shortly before the start of
months of age and at continued high- injections of 100 their second RSV
risk from RSV infection mg/mL)T seasone

« Due to the seasonality of the RSV virus, Beyfortus should be administered shortly before and during the active RSV season. The RSV
season is generally from November to April, peaking in December, with variations in various regions in Ontario and between years.

*NACI recommends Beyfortus especially for infants less than 8 months of age due to risk of severe outcomes in younger infants.

TIf a child weighs less than 10 kg entering their second RSV season, consideration can be given to administering a single dose of 100 mg at
the clinical discretion of the provider.
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Administration Considerations for Beyfortus

Co-administration with « May be administered on the same day or any time before or after routine
other Vaccines childhood vaccines, including influenza.
* No interval between Beyfortus and live virus vaccines is necessary.

Contraindications and » Those with known hypersensitivity or a history of a severe allergic reaction
Precautions (e.g., anaphylaxis) to any product ingredients, including non-medicinal
ingredients or materials in the product’s packaging.
« Caution for individuals with bleeding disorders.
* Individuals who have a moderate or severe acute illness, with or without
fever, should delay immunization until they have recovered before receiving
Beyfortus. The ministry will make this change in the next guidance version

revision.
Administration after RSV » Generally, not necessary or recommended for an infant who has had a
Infection confirmed RSV infection during the current season.

» Additional benefit after recovery is unknown and expected to be low, as the
risk of rehospitalization in the same season is very low.

» Consideration may be given to severely immunocompromised infants who
may not mount an adequate immune response to the RSV infection.
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Excipient List

Ingredient 50 mg/0.5 mL 100 mg/mL Purpose in Product Common Uses
dose dose

Arginine 8 mg 17 mg Stabilizer Dietary supplements,
Hydrocholoride protein shakes
L-histidine 1.6 mg 3.3 mg Acidity regulator Antacids, food
hydrochloride preservatives
monohydrate

Polysorbate 80 0.1 mg 0.2 mg Emulsifier lce cream, cosmetics,

salad dressings

Sucrose 21 Mg 41 mg Stabilizer Table sugar, candies,
soft drinks

Water for injection USP USP Diluent (volume) Purified water used in
medical and
pharmaceutical
products

Does NOT contain gelatin (some individuals may be concerned about potential porcine or bovine origin).
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Nirsevimab: Safety Profile Across a Broad Infant Population

. MELODY?2 MEDLEY3 MEDLEY3 MEDLEY#4*
Phase 2b .
20 to <35 WGA All Subjects Season 1 Season 1 Season 2
235 WGA Preterm CHD/CLD CHD/CLD
Placebo Nirsevimab Placebo Nirsevimab Palivizumab Nirsevimab Palivizumab Nirsevimab Pali/Pali Pali/ Nirs Nirs/Nirs
(n=479) (n=968) (n=996) (n=1998) (n=206) (n=406) (n=98) (n=208) (n=42) (n=40) (n=180)
Serious adverse 16.9% 11.2% 7.4% 6.3% 5.3% 6.9% 20.4% 10.2% 0.0% 10.0% 0.4%
events
Adverse events of 12.5% 8.0% 3.8% 3.1% 3.4 3.4% 13.3% 14.4% 2.4% 10.0% 7.8%
Grade 3 or higher 97° e e e ' e 27 e e e e
Adverse events 0.6% 0.5% 0% 0.2% 0.0% 0.2% 0.0% 0.5% 0.0% 0.0% 0.0%
of special interest
Deaths 3 2 0 4 0 2 1 3 0 0 0

= None of the serious adverse events or deaths were considered related to nirsevimab

= Qverall, incidence of nirsevimab anti-drug antibody was low across studies with no safety concerns

= Nirsevimab had a favorable safety profile with similar types and frequencies of adverse events compared with the
placebo or palivizumab arms

*Groups labels indicate which product the participants received in both seasons (Season 1/ Season 2)
CHD, congenital heart disease; CLD; chronic lung disease; Nirs, nirsevimab; Pali, palivizumab; wGA, weeks gestational age.
References: 1. Griffin MP, et al. N Engl J Med. 2020;383(5):415-425. 2. Muller WJ, et al. N Engl J Med. 2023;388:1533-1534. 3. Domachowske J, et al. N Engl J Med. 2022;386(9):892-894.

12 4. Domachowske JB, et al. J Pediatric Infect Dis Soc. 2023;12(8):477-480.5. Hammitt LL, et al. N Engl J Med. 2022;386(9):837-846.

Slide courtesy of Sanofi
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The safety profile of nirsevimab was consistent with data from previous
trials

In the clinical development program, the 3 most frequent AEs were rash (077), pyrexia (05%) and injection
site reaction (03%)"

- Treatment-related AEs occurred in 21%of patients. Most adverse events in the two trial

HARMONE  Oroups were grade 10r 2 in severity?

STUDY

In Spain, >200,000 doses of nirsevimab have been administered with no new safety signals
identified3

Around 2 million doses of nirsevimab have been distributed through the end of February 2024.3-5

In post-marketing surveillance, hypersensitivity reactions have been reported following the use of nirsevimab, including serious hypersensitivity reactions.” At time of initial approval, the Product
labeling already included a warning relating to hypersensitivity reactions, including anaphylaxis, having been observed with other monoclonal antibodies. In response to the post-marketing reports,
the Product labeling was updated with a warning relating to the occurrence of serious hypersensitivity reactions following the administration of Beyfortus and the inclusion of hypersensitivity in the
adverse reactions section. To date, no other risks have been identified based on data reported from post-marketing surveillance.

References: 1. Beyfortus. Summary of product characteristics. Accessed 29 March 2024. 2. Drysdale SB, et al. N Engl J Med. 2023;389(26).2425-2435. 3. Ministerio de Sanidad. Accessed 9 April 2024.
https.//www.sanidad.gob.es/areas/promocionPrevencion/vacunaciones/comoTrabajamos/docs/Nirsevimab.pdf 4. Sanofi Beyfortus™ (nirsevimab-alip) Injection Update. Press release. Sanofi. 14 December 2023.
Accessed 1 May 2024. https.//www.news.sanofi.us/2023-12-14-Sanofi-Beyfortus-TM-nirsevimab-alip-Injection-Update 5. Sanofi to release 230,000 additional doses of RSV immunization nirsevimab. News release.
AAP News. 14 December 2023. Accessed 1 May 2024. https.//publications.aap.org/aapnews/news/27504/Sanofi-to-release-230-000-additional-doses-of-RSV?autologincheck-=redirected 5. VAERS - Data Sets

(hhs.gov) Last updated: April 5, 2024
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https://www.sanidad.gob.es/areas/promocionPrevencion/vacunaciones/comoTrabajamos/docs/Nirsevimab.pdf
https://www.news.sanofi.us/2023-12-14-Sanofi-Beyfortus-TM-nirsevimab-alip-Injection-Update
https://publications.aap.org/aapnews/news/27504/Sanofi-to-release-230-000-additional-doses-of-RSV?autologincheck=redirected

Beyfortus — Adverse Events Following Immunization (AEFI)

Nirsevimab is a fully-humanized monoclonal antibody, which tends to be more tolerable and less reactogenic
than previous-generation antibodies.

Observation Post-administration: Recipients should be observed for at least 15 minutes after immunization. A
30-minute observation period is preferred should concerns regarding possible allergies arise.
Common side effects during clinical trials included:
Rash
Pyrexia
Injection site reactions within seven days
Some clinical trial participants experienced systemic adverse events, such as:
Bronchiolitis
Pneumonia
Bronchitis

As Beyfortus is a hew drug product, its safety and tolerability will continue to be monitored in post-market
safety surveillance,

Unlike vaccines, monoclonal antibodies are not reportable under s.38 of the Health Protection and Promotion
Act

Adverse Events Following Immunization (AEFI) with Beyfortus should be managed as per practices
and organizational policies for other medicines and therapeutics

Report any AEFIs to Health Canada, using the Side Effect Reporting Form.
14 Ontario@



https://www.canada.ca/en/health-canada/services/drugs-health-products/medeffect-canada/adverse-reaction-reporting/consumer-side-effect-reporting-form.html

Administration Considerations for Abrysvo

Co-administration with Concurrent administration to pregnant persons with tetanus, diphtheria,

other Vaccines and acellular pertussis (Tdap), COVID-19, and influenza vaccines can be
considered. Different vaccines should always be given at different
vaccination sites.

Contraindications and « Those with known hypersensitivity or a history of severe allergic reaction
Precautions (e.g., anaphylaxis) to any product ingredients, including non-medicinal
ingredients or materials in the packaging.
« Caution for individuals with bleeding disorders
* Individuals with moderate or severe illness, with or without fever, should
wait until they have recovered

Administration after RSV Those with severe acute illness should wait until symptoms have
Infection subsided
* No specific interval recommended between infection and vaccination
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Abrysvo - Adverse Events Following Immunization (AEFI)

Observation Post-administration: VVaccine recipients should be observed for at least 15 minutes after
immunization. A 30-minute observation period is preferred should concerns regarding possible allergies arise.

16

Common side effects during clinical trials included:

Pain at the injection site

Headache

Myalgia (aching, tenderness, or soreness in the muscles)

Nausea
A slightly higher rate of preterm births (not statistically significant) was observed in the RSV vaccine group
compared to the placebo group.

Current data cannot definitively establish or dismiss a direct association between the vaccine and
preterm birth

The National Advisory Committee on Immunization (NACI) recommends the vaccine's use on a case-
by-case basis in pregnancy

As Abrysvo is a new vaccine, its safety and tolerability will continue to be monitored in post-market safety
surveillance.,

Healthcare providers (e.g., physicians, nurses, and midwives) are required by law (i.e., Health Protection and
Promotion Act, s.38) to report AEFIs associated with the RSV vaccine to their local public health unit.

Ontario @



Eligibility Guidelines for Beyfortus after Abrysvo During Pregnancy
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For the following infants whose parent received Abrysvo™, Beyfortus® should be administered to:

Infants born less than 14 days after administration of Abrysvo™ or
Infants who meet the medical criteria for increased risk from severe RSV disease;

All premature infants (i.e.,, born < 37wGA)

Chronic lung disease (CLD), including bronchopulmonary dysplasia, requiring ongoing

assisted ventilation, oxygen therapy or chronic medical therapy in the six months prior to
the start of RSV season

Hemodynamically significant congenital heart disease (CHD) requiring corrective surgery or
are on cardiac medication for congestive heart failure or diagnosed with moderate to
severe pulmonary hypertension

Severe immunodeficiency

Down syndrome/ Trisomy 21

Cystic fibrosis with respiratory involvement and/or growth delay

Neuromuscular disease impairing clearing of respiratory secretions

Severe congenital airway anomalies impairing the clearing of respiratory secretions.

Ontario @



Administration Settings - Ontario

Beyfortus (NACI Preferred Product) - arrival at provincial depot mid-to-
late October

i. In-season births: Hospitals soon after birth before discharge

ii. Out of season Infants and Births Outside Hospital: Primary Care, Public Health
supportive role

iii. Second RSV Season Infants (up to 2 y/o and at high risk): Pediatric Specialists,
Primary Care, Outpatient Hospital Clinics

Abrysvo - can be ordered now

. Primary Care
. Obstetricians
. Midwives
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Midwives and Infant RSV Prevention Products

 PHUSs have been encouraged to work with local midwifery groups to ensure access to
Beyfortus and Abrysvo for their pregnant patients and newborns.

* Hospitals have been directed to share medical directives among OH regions/hospitals
and to include midwives so that infants born in the hospital under midwife care may
receive immunization with Beyfortus before discharge

Access for community births and unattached clients:
« The ministry has requested PHUs to work with local midwifery practices to:

Encourage the referral of the infant to their primary care provider (if they have) to
receive Beyfortus immunization as soon as possible;

Assist with linking the infant to clinics in local communities or local hospitals that are
offering Beyfortus immunization, when the infant is unattached to a primary care
provider (e.g., Peel, York);

Provide Beyfortus immunization when all other options above have been

exhausted.
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Storage & Stability

20

To ensure optimal protection, Beyfortus must be
stored in a refrigerator at +2°C and +8°C and kept in the
outer carton until administration to protect it from the
light.

It cannot be frozen, shaken, or exposed to heat.

Only under extenuating circumstances, it may be kept
at room temperature (+20°C and +25°C) for a maximum
of 8 hours, then discarded if not used.

Once removed from the refrigerator, it cannot be
returned to the refrigerator and must be administered
within 8 hours or discarded.

» To ensure optimal protection, Abrysvo (both the
lyophilized antigen powder and diluent) must be
stored in a refrigerator at +2°C and +8°C and kept in the
original carton until administration to protect it from
light.

* |t cannot be frozen.

 After reconstitution:
* It should be administered immediately (within 4
hours).
* |t must be stored between +15°C and +30°C.
* It cannot be returned to the refrigerator.
* It cannot be frozen.

Ontario @



Health Care Provider (HCP) RSV Vaccine Ordering and
Wastage Reduction Strategies

21

HCPs will order products from their distributor (PHU or OGPMSS) according to their typical order
processes. Please contact your local PHU for more information.

Fridge inspections and new site set-ups should be coordinated through local public health units.

The internal refrigerator temperature must be stabilized between +2°C and +8 +8°C for a
recommended period of 7 consecutive days prior to stocking the vaccine. Some PHUs
may have different requirements.

Storage and transporting of product must comply with the Vaccine Storage and Handling
Guidelines. This includes:

Having the appropriate packing materials, including an insulated cooler, gel pack(s),
ﬂhe><|ble ice bl;ankets and a temperature monitoring device (i.e., digital maximum-minimum
thermometer

Documenting twice daily refrigerator temperatures (current, maximum, minimum) using a
temperature logbook.

Refer to pages 15 and 16 of the guidelines for important information about transporting
vaccines outside a midwifery practice. This process applies to all immunization
products transported to a patient's home or clinic where it is not normally stored)

Under no circumstances may immunization products be stored in personal refrigerators.

Having a contingency plan in the event of a refrigerator malfunction or electricity
disruption
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https://files.ontario.ca/moh-ophs-ref-vaccine-storage-handling-guidelines-2021-en.pdf
https://files.ontario.ca/moh-ophs-ref-vaccine-storage-handling-guidelines-2021-en.pdf
https://www.ontario.ca/files/2023-12/moh-vaccine-temperature-log-book-en-2023-12-04.pdf

For More Information:

1. Please contact your local Public Health Units - Immunization Program

« Public Health Nurses in the Healthy Babies Healthy Children will not have detailed
implementation information.

« List of health units sorted by municipality
« List of municipalities sorted by health unit
« List of public health unit offices and sub-offices

2. Check out our ministry website for health care professionals for guidance documents:
Health Care Providers Website

3. The ministry has factsheets available for parents and caregivers: Public Website

4. Provincial Council for Maternal and Child Health website
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https://cdn.ymaws.com/www.alphaweb.org/resource/collection/86D31666-E7EA-42F1-BDA1-A03ECA0B4E3D/Health_Unit_By_Municipality.pdf
https://cdn.ymaws.com/www.alphaweb.org/resource/collection/86D31666-E7EA-42F1-BDA1-A03ECA0B4E3D/Municipality_By_Health_Unit.pdf
https://cdn.ymaws.com/www.alphaweb.org/resource/collection/86D31666-E7EA-42F1-BDA1-A03ECA0B4E3D/Ontario_PHU_Offices.pdf
https://www.ontario.ca/page/respiratory-syncytial-virus-rsv-prevention-programs#section-2
https://www.ontario.ca/page/respiratory-syncytial-virus#section-2
https://www.pcmch.on.ca/respiratory-viruses-and-immunizations/

Appendices and
Resources

Ontario @



Manufacturing Process for Nirsevimab

Duration of entire process: 12 - 18 months

No fetal cells are used in any step of the production

24

Chinese Hamster Ovary (CHO) are used as the host cell line, which will be transfected with a nirsevimab
antibody expression vector (plasmid).

Selection of the CHO cells producing mAb followed by 2 rounds of single cell cloning and expansion of
selected best producer clones

Sequential amplification in culture of expressing cell line from 1mL to 12kL
Culture undergoes a series of purification steps ending up in > 99% pure concentrated solution
This concentrated solution is stored frozen

The concentrated composition is further processed into the drug product which further undergoes
purification and filling and release

All these steps are framed with a comprehensive and coherent analytical / quality checks and validation of
the processes further leading to the release of product

The released product is processed further for filling into refilled syringes, then these syringes are labelled,
packed, and shipped for distribution

Ontario @
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Manufacturing of drug substance

6 - 9 months
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Avallable Resources Online

Association Materials

Association of Ontario Midwives

Provincial Council for Maternal and
Child Health (PCMCH)

Centre for Effective Practice
OMA

CPHA Health Digest

CPS
26

Respiratory Syncytial Virus Resources

Fact Sheet for Providers
English RSV Fact Sheet - For Providers (EN) Final (pcmch.on.ca)
French RSV Fact Sheet - For Providers (FR) Final (pcmch.on.ca)

Fact Sheet for Parents
English RSV Fact Sheet - For Parents (EN) Final (pcmch.on.ca)
French RSV Fact Sheet - For Parents (FR) Final (pcmch.on.ca)

RSV prevention program resource for infants in Ontario 2024-2025:

Physician webpage: includes an overview of the program as well as
information about how to bill for counselling and administration of the
antibody/vaccine

Vaccine Hesitancy

Practice Point: Working with vaccine-hesitant parents — an update
Ontario@



https://www.ontariomidwives.ca/respiratory-syncytial-virus
https://can01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.pcmch.on.ca%2Fwp-content%2Fuploads%2Fpcmch-rsv-provider-fact-sheet.pdf&data=05%7C02%7CKimberly.Dias%40ontario.ca%7C6cd111ae5ac1486e1e9408dcce8abf56%7Ccddc1229ac2a4b97b78a0e5cacb5865c%7C0%7C0%7C638612343305640109%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=LjG4L9POkEyqtf6pu%2FLXnY1ofxIJwfoOoWIlLwIlquI%3D&reserved=0
https://can01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.pcmch.on.ca%2Fwp-content%2Fuploads%2Fpcmch-rsv-provider-fact-sheet-fr.pdf&data=05%7C02%7CKimberly.Dias%40ontario.ca%7C6cd111ae5ac1486e1e9408dcce8abf56%7Ccddc1229ac2a4b97b78a0e5cacb5865c%7C0%7C0%7C638612343305652855%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=QtuYOePX52mvt%2FHI30%2FvXQe5Jv2G5Z0QEEeZBZ4NmEk%3D&reserved=0
https://can01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.pcmch.on.ca%2Fwp-content%2Fuploads%2Fpcmch-rsv-parent-fact-sheet.pdf&data=05%7C02%7CKimberly.Dias%40ontario.ca%7C6cd111ae5ac1486e1e9408dcce8abf56%7Ccddc1229ac2a4b97b78a0e5cacb5865c%7C0%7C0%7C638612343305662469%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=vNXm4eVLMZEBpm3UX2VEeu9AmtaAojy%2FjtvNMhRyD18%3D&reserved=0
https://can01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.pcmch.on.ca%2Fwp-content%2Fuploads%2Fpcmch-rsv-parent-fact-sheet-fr.pdf&data=05%7C02%7CKimberly.Dias%40ontario.ca%7C6cd111ae5ac1486e1e9408dcce8abf56%7Ccddc1229ac2a4b97b78a0e5cacb5865c%7C0%7C0%7C638612343305670641%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=RLM5h%2Blw21BaprDizbDlcxYnW6FQ0NAHh4mJz%2BRTTsw%3D&reserved=0
https://tools.cep.health/tool/rsv-prevention-program-for-infants/
https://www.oma.org/practice-professional-support/running-your-practice/patient-care/vaccines-physicians-rights-and-responsibilities/rsv-immunization-program/
https://www.cpha.ca/vaccine-hesitancy
https://cps.ca/en/documents/position/working-with-vaccine-hesitant-parents

Avallable Resources Online

Association Materials

Canadian Premature Babies
Foundation

Canadian Immunization Guide
SOGC
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Podcasts | CPBF (cpbf-fbpc.org) — Season 3

El: RSV epi and burden of care in 2023

E2: RSV mitigation and treatment

E3: Decreasing the risk of transmitting RSV to your preemie

E4: Bringing a preemie home during RSV season

YouTube: New approaches to deal with RSV (Oct/23)

Special Preemie Chat- RSV (Nov/23)

Common Respiratory lllnesses — Parent Handbook

RSV factsheet

National Survey Results (2023) — focus on parental knowledge and
understanding of RSV and how to reduce the risk of infection

Communicating effectively about immunization
SOGC Statement on RSV Immunization to Prevent Infant RSV

Infection

Video: Give it Your Best Shot - making vaccine recommendations
during pregnancy

Ontario @


https://www.cpbf-fbpc.org/podcast
https://www.cpbf-fbpc.org/podcast/episode/6d963872/s3e1-rsv-epidemiology-and-burden-of-care-in-2023
https://www.cpbf-fbpc.org/podcast/episode/37ae5f75/s3e2-rsv-mitigation-and-treatment
https://www.cpbf-fbpc.org/podcast/episode/94fb756d/s3e3-decreasing-the-risk-of-transmitting-rsv-to-your-preemie
https://www.cpbf-fbpc.org/podcast/episode/2f163763/s3e4-bringing-a-preemie-home-during-rsv-season
https://www.youtube.com/watch?v=LDD4ZRT3P-4&t=1s
https://www.youtube.com/watch?v=40R8Q1pKHc8&t=5s
https://www.cpbf-fbpc.org/_files/ugd/6982b7_fd68f0d5f33341be8008b7ba77d19842.pdf
https://www.cpbf-fbpc.org/_files/ugd/97627d_901abe632ce44774afe427dee37ac1a6.pdf
https://ontariogov-my.sharepoint.com/personal/kimberly_dias_ontario_ca1/Documents/Desktop/Kim%20Dias/RSV/Infant/Documents/National%20survey%202023%20results
https://www.canada.ca/en/public-health/services/publications/healthy-living/canadian-immunization-guide-part-1-key-immunization-information/page-5-communicating-effectively-immunization.html
https://sogc.org/common/Uploaded%20files/Position%20Statements/SOGC%20Statement%20RSV_07182024_EN.pdf
https://sogc.org/common/Uploaded%20files/Position%20Statements/SOGC%20Statement%20RSV_07182024_EN.pdf
https://www.youtube.com/watch?v=VA8QVi3Clvc&t=19s

Avallable Resources Online

Association Materials

19 to Zero Vaccine Conversations: Training Program for Optimized Vaccine
Communication
Booster
Hesitancy
Refusal
Special Populations
Healthcare Workers Channel
Tools to overcome vaccine hesitancy
Vaccine and vaccine hesitancy in Ontario

Immunize Canada Video: RSV in young children: A quide for parents and careqgivers
Fact sheet: RSV What you need to know
Products Available in Canada to protect against RSV
RSV resources including factsheets, program charts, videos,
posters, social media images, NACI statements
Counselling the Public — resources to help counsel people of all
ages about the importance of immunization

28 Ontario @


https://can-sim.ca/vaccine-hesitancy/
https://can-sim.ca/vaccine-hesitancy/
https://www.19tozero.ca/healthcare-worker-resources?wix-vod-comp-id=comp-kpva9t45
https://www.youtube.com/watch?v=H4Aj9TbqqTQ&t=12s
https://immunize.ca/sites/default/files/Resource%20and%20Product%20Uploads%20(PDFs)/Products%20and%20Resources/RSV/rsv_factsheet_web_e.pdf
https://immunize.ca/sites/default/files/Resource%20and%20Product%20Uploads%20(PDFs)/Products%20and%20Resources/RSV/rsv_product_chart_web_e.pdf
https://immunize.ca/respiratory-syncytial-virus-rsv
https://immunize.ca/respiratory-syncytial-virus-rsv
https://immunize.ca/counselling-public

Avallable Resources Online

Association

BORN

Health Network for Uninsured
Clients (HNUC)

Public Health Ontario
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O’'MAMA Website - information for families from pre-pregnancy to
newborn care and includes immunization information. They are
planning to add the infant rsv product information

Immunization section
Newborn OHIP eligibility for undocumented parents

Ontario Respiratory Virus Tool | Public Health Ontario

An anticipated update in fall of 2024 will include RSV data on
the summary page

The PIDAC — ICP document Best Practices for Infection Prevention
and Control in Perinatology | February 2015
Based on publication date, information on immunization does
not reflect the 2024-25 program
The Key features of Influenza, SARS-CoV-2 and Other Common
Respiratory Viruses (publichealthontario.ca)
As above, information on immunization does not reflect the
2024-25 program

Ontario @


https://www.omama.com/en/Index.asp
https://www.omama.com/en/newborn/Immunization.asp
https://www.hnuc.org/resources
https://www.publichealthontario.ca/en/Data-and-Analysis/Infectious-Disease/Respiratory-Virus-Tool
https://www.publichealthontario.ca/-/media/Documents/B/2015/bp-ipac-perinatology.pdf?rev=064cc84ce8584c8dbd15cd4a2ccebc07&sc_lang=en
https://www.publichealthontario.ca/-/media/Documents/B/2015/bp-ipac-perinatology.pdf?rev=064cc84ce8584c8dbd15cd4a2ccebc07&sc_lang=en
https://www.publichealthontario.ca/-/media/Documents/I/2023/influenza-sars-cov2-respiratory-viruses-key-features.pdf?rev=f7e4dab95a6e4c6e94069795243e341a&sc_lang=en
https://www.publichealthontario.ca/-/media/Documents/I/2023/influenza-sars-cov2-respiratory-viruses-key-features.pdf?rev=f7e4dab95a6e4c6e94069795243e341a&sc_lang=en

Association o« Ontario Midwives

Delivering what matters.

RSV: AOM ADVOCACY
AND SUPPORTS




Designated drug advocacy

“Ontario’s current approach of restricting
midwives to a list of drugs stifles our ability to
provide care. |t creates red tape for patients. It
means patients must obtain additional
appointments elsewhere simply to access a
medication - creating barriers to timely access
to care and increasing cost and risk.

One example of the imminent redundancy of of pra ctite ¥
the list in the proposed Regulation concerns weand righﬁyng
the need to protect newborns from RSV. How do for Ontarians.
many babies will end up in hospital because of 4 |
the unnecessary barriers set by this Regulation? (9 Sramecnen

- AOM, November 2023

Association of Ontario Midwives



Hierarchy of Solutions
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AOM to MOH

« Advocate to change word “vaccine” 1o “immunization”
INn The regulation BEFORE the start of RSV season

» Provide a province wide medical directive for midwives

 Request that hospitals and public health units work with
their midwifery partners to ensure access both in and out
of hospital

Association of Ontario Midwives



AOM to HEALTH PARTNERS

 Mobilized BORN, PCMCH to send letters to Regulatory
Branch

 Met with CEQO, HIROC regarding issue of delegation
especially as it pertains fo community births

 Liaise with CMO to ensure consistency of messaging and
to amplity their efforts

Association of Ontario Midwives



AOM TO MIDWIVES

» Seeking opportunities to share medical directives with Head
Midwives

« Collating ways that midwives are creating access for clients

* Developed a resource on considerations for managing
adverse reactions in the community setting

« Updated Rm Rx: pharmacopeia app with information for
Beyfortus and Abrysvo

« Created aresource hub on our website

Association of Ontario Midwives



CONTINGENCY PLANNING FOR
COMMUNITY BIRTHS

« Seek extension of hospital medical directive to community settings
« Visit general care provider (i.e., GP, NP, Family Health Team, CHC)

« Consider post-partum programs (i.e., out-patient bilirubin clinic, Family
Health Team that offers tongue tie releases or lactation support)

« Obtain a medical directive from a local HCP (i.e., Pediatrician, GP, NP)
to administer in clinic or other out-of-hospital setting

« Direct to aregional Public Health vaccine clinic. Clinics will serve
uninsured and/or unattached.

Association of Ontario Midwives



Resource Hub

Respiratory Syncytial Virus

Respiratory Syncytial Virus [RSY) is a common lower respiratory tract infection affecting most children before
they reach the age of 2.(7)

Health Canada has approved several new products for use in the protection of infants.

1. nirsevimalb, a long-acting monoclonal antibody for newborns, most effective for the first & months after
administration;

2. RSVpreF, an RSV stabilized vaccine for pregnant individuals, offering both active and passive immunity for
newkborns.

Beyfortus administration in community settings: FAQ

How can my client born in the community receive Beyfortus? -
Who do | contact at my local public health unit regarding Beyfortus administration? -
How do | prepare to manage adverse reactions to Beyfortus in the community setting? -

What considerations exist for the timing of BEYFORTUS administration in the community setting? -~

hitps://www.ontariomidwives.ca/respiratory-syncytial-virus

Association of Ontario Midwives


https://www.ontariomidwives.ca/respiratory-syncytial-virus

Resources

Resources for midwives

Toolkits, Fact Sheets and Instructions

RSV Symptoms, Treatment. Prevention and Risks

Health Canada provides a summary of RSV symptoms and effective prevention
measures as well as specific information on what healthcare providers need to
kniow.

Protecting Infants and High-Risk Children during RSV Season: For Healthcare
Providers

This PCMCH fact sheet available in English and French supports healthcare
providers in understanding the changes associated with the recent expansion of
Cntario's RSV prevention program for infants and high-risk children.

2024-2025 RSV Prevention Program for infants in Ontario

This toolkit, created by the Centre for Effective Practice includes patient resources,

conversation guides, eligibility guides and more to support primary care through
Ontaric's new RSY Prevention Program for infants in the 2024-2025 RSY season.

Respiratory Syncytial Virus (RSV) prevention program: Eligibility criteria
Information from the Ministry of Health outlining eligibility criteria for the RSV
prevention program.

BORN RSV Data Collection

The BIS is changing to capture the new data about infant RSV protection. As of

Novermber 2024, four new data elements will be included. Mare information can
be found in the RSY Data Elements List and the BORN RSV Data Collection FAQ.

RSVpreF administration instructions
Safety and administration instructions for the RSV stabilized vaccine for pregnant
individuals can be viewed here.

=P

WEBINAR

Guidance

NACI Statement on the prevention of RSV disease in infants

This statement from the National Advisory Committee on Immunization focuses
on the protection of infants and children from RSV disease highlighting two
immunization products. It provides independent advice and recommendations
for immunization providers.

Client Handouts

Protecting your child from RSV: For Parents and Expectant Parents

This fact sheet for clients available in English and French from PCMCH includes
essential tips and recormnmendations for safeguarding infants and high-risk
children from RSV, with a focus on the monoclonal antibody medication.

Webinars

Updates in Pediatric RSV Prevention for Midwifery Practice with Dr. Jasleen Kaur
Grewal

This webinar will provide midwives with information regarding the changing
landscape of pediatric RSV prevention in the Canadian context. This presentation
will provide a comprehensive overview of RSV, its impact on public health, and an
understanding of new developments in RSV prevention including vaccines and
monoclonal antibodies.

hitps://www.ontariomidwives.ca/respiratory-syncyitial-virus

Association of Ontario Midwives
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General Pharmacopeia Resources

Prescribing Medications New to Midwives

Prescribing or Administering Drugs that are New to the Midwife, FAQ

Are midwives required to offer all of medications in the Designated Drugs and Substances

Regulation? -
What does the CMO require before midwives can add new drugs to their scope of practice? -
What should midwives read before prescribing every medication new to their scope of practice? -
When is a more extensive learning plan recommended? -
Is specific training required to administer or prescribe opioids (controlled substances)? -
Should midwives keep a record of their learning activities? -
Should midwives attend sessions provided by pharmaceutical companies? -

hitps://www.ontariomidwives.ca/preventing-medication-errors

Association of Ontario Midwives
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NCALL

Supporting midwives 24/7

Association of Ontario Midwives



QUESTIONS

Association of Ontario Midwives


https://www.linkedin.com/company/association-of-ontario-midwives
https://www.instagram.com/ontariomidwives/?hl=en
https://twitter.com/ontariomidwives
https://www.facebook.com/OntarioMidwives/
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