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Pathophysiology and Burden of RSV

What is Respiratory Syncytial Virus ?

RSV is an enveloped single-stranded RNA virus from
the Paramyxoviridae family.

RSV is a common cause of respiratory tract infections
that recur throughout life.

It causes yearly outbreaks, usually in Canada from late
fall to early Spring.

For most healthy older children and adults, RSV
infection is a typical cold.

It is the most common cause of bronchiolitis and
pneumonia among infants and young children.

Underlying health conditions in young children,
especially prematurity, chronic lung disease and
congenital heart disease can cause severe RSV illness
requiring hospitalization.
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In Canada, RSV is the #1 cause of

hospital admissions among
children in their first year of life.
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Burden of RSV Infections t

6 out of 50% ~100% Infected by
1,000 Age 2
In Canada, an About 50% of children are RSV continues to
estimated 6 out of infected with RSV by 1 infect nearly all
every 1,000 children year of age, and 20 —40% children (~100%) by
under 2 years of age of those infected will the age of 2 years.
are hospitalized with develop bronchiolitis or
RSV each year. pheumonia.

RSV reinfections occur throughout life as an RSV infection produces only partial
and temporary immunity.
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Canada — Children < 5 Years

Age Group Estimated Hospitalization Rate

<6 months 15-25 per 1,000

6—11 months 6—10 per 1,000

12-23 months 2—-4 per 1,000

24-59 months <1 per 1,000

All children <2 yrs ~6 per 1,000

Annual burden (Canada) ~5,000-7,000 hospitalizations/year

Sources: Canadian Paediatric Society (2023); CIHI; Public Health Agency of Canada (PHAC); National Advisory
Committee on Immunization (NACI); Manitoba Health RSV Reports
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RSV Burden in Canadian Infants

Category Estimated Rate / Incidence

ER/Clinician Visits ~10 — 20% of respiratory infections; ~20-64 visits per 1,000
infants/year

Hospitalization ~6 — 8.6 per 1,000 infants (<2 yrs); up to 28 per 1,000 in <6 mo

ICU Admission ~5 —13% of hospitalized infants

Mortality ~6.9 per million live births (~0.0007%); ~0.2% mortality within 30d

of hospitalization

Sources:

1. Public Health Agency of Canada (PHAC), RSV Surveillance Reports

2. Canadian Institute for Health Information (CIHI), Hospitalization Data

3. CMAJ Open 2018;6(4):E535-E544. doi:10.9778/cmajo.20180020 (PMID: 29788036)
4. Canadian Communicable Disease Report (CCDR) 2024, Vol 50-3: RSV Updates

5. ) Paediatr Child Health. 2000;36(4):343-345 (PMID: 10949905)

6. rethinkrsv.ca — RSV burden and prevention resource hub
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Program

* Beginning October 1, 2025, to March 31, 2026, Manitoba is expanding their RSV
program to universal access for all newborns born in the province.

* The RSV prophylaxis program will run from fall through early spring, aligning
with expected RSV activity.

* This program will align with the National Advisory Committee (NACI) guidance
and aim to reduce RSV-related iliness and hospitalization among infants during
their first RSV season through the use of Nirsevimab.
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Manitoba’s Eligibility Criteria

 Allinfants born between October 1,2025 and March 31,2026 can receive one
dose of Nirsevimab. A single injection can provide a high level of protection
against RSV for five to six months.

* Infants and children with the following high-risk conditions may also be

eligible in consultation with the Manitoba High-Risk RSV Immunoprophylaxis
Program.

* Preterm infants born before 33 weeks gestational age between April 1 and
September 30, 2025.

* Infants with cardiac conditions < 2 years of age on October 1, 2025 (in
consultation with pediatric cardiology).

* Infants with chronic lung conditions, typically requiring supplemental oxygen
treatment, < 2 years of age on October 1, 2025.

e Other patients in consultation with the Manitoba High-Risk RSV
Immunoprophylaxis Program.
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Manitoba’s Eligibility Criteria

Nirsevimab Access Pathways for Infants Born October 1, 2025 —March 31, 2026 :

Nirsevimab will be made available at various sites throughout the province to offer a dose
to all infants born (regardless of place of residency) October 1, 2025, to March 31, 2026.
e Infants born in hospitals can receive Nirsevimab prior to discharge.

o If an infant does not receive a dose prior to discharge, parents can be directed to the
following locations where providers can administer a dose:

= Local public health office or postpartum home visit by the public health nurse
= A First Nations/provincial nursing station or health centre
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Manitoba’s Eligibility Criteria

*Check PHIMS/eChart or verbally confirm if maternal RSV vaccine was given. If
maternal RSV vaccine given:

» < 2 weeks before birth, infant is eligible.
> 2 weeks before birth, infant is not eligible.

*> 2 weeks before birth AND infant meets High-Risk Eligibility Criteria, please
contact the RSV Program regarding eligibility
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What is Nirsevimab ?

Nirsevimab (Beyfortus™) is a long-acting monoclonal antibody designed to
protect infants from respiratory syncytial virus (RSV), a common cause of lower
respiratory tract infections such as bronchiolitis and pneumonia. Unlike a
vaccine, which stimulates the immune system to produce antibodies over time,
Nirsevimab provides immediate passive immunity by delivering ready-made
antibodies that target RSV directly.

NACI Reference: Section 2.1, Background on RSV and Product Characteristics
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How Does Nirsevimab Work ?

Nirsevimab is a monoclonal antibody specifically designed to provide passive immunity against
Respiratory Syncytial Virus (RSV). Unlike a vaccine, which relies on the body's immune system to
generate a response (active immunity), Nirsevimab delivers ready-made antibodies that
immediately target and neutralize the RSV virus.
* Passive immunity offers instant protection, making it especially valuable for infants who are too young to
mount an effective immune response or are at high risk of severe disease.
* |t binds to a conserved site on the RSV fusion (F) protein, preventing the virus from entering and
infecting respiratory cells.
* The antibody is long-acting, with a modified structure that allows it to remain in the infant's body for
several months, providing strong protection with just one dose for five or six months.
* This mechanism does not require the infant's immune system to “learn” or “remember” the virus—it
provides direct, short-term protection.

By contrast, active immunity, such as from vaccines, stimulates the body's adaptive immune
response to produce its own antibodies and memory cells. While this creates long-term protection,
it takes time to develop and may be less effective in very young or immunocompromised infants.

NACI Reference: Section 2.2, Immunogenicity and Mechanism of Action
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Storage and Handling

Storage Conditions:
* Refrigerate at 2°C—-8°C
* Keep in original carton to protect from light
May be kept at room temperature (20°C — 25°C) for up to 8 hours
After removal from refrigerator, must be used within 8 hours or discarded
Do NOT freeze, shake, or expose to heat

* Handling:

* No reconstitution required

* Supplied as a sterile, preservative-free solution

* Appearance: clear to opalescent, colourless to yellow
* Expiry:

* Valid until the last day of the month listed
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Nurses: Documentation and Process

NURSES:
* Will administer the dosage (similar manner to RESOURCES:
Vitamin K) once consent has been obtained and « Nirsevimab resources:
antibody ordered by a health care provider. There * Monograph
is no restriction regarding how early the dose can e Fact sheet
be given. * Quick Reference Guide
* Document on MAR as appropriate * Manitoba Pediatric RSV
* Document whether the patient has received the Immunoprophylaxis Program and
antibody or not on the Discharge paperwork Administrative Pathways
(Health care provider to write consent in discharge e RSV Educational PowerPoint
note) * RSV Monoclonal Antibody
e Postpartum referral Administration Reporting Form for
* RSV Monoclonal Antibody Administration Health Care Providers

Reporting Form for Health Care Providers.

13
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Nurses: Documentation and Process

Reporting

*Complete the new RSV Monoclonal Antibody Administration Reporting Form for Health Care
Providers whether the antibody was administered or not.

*Public Health can follow up if required.

*|f administration is declined and postpartum referral is declined, then the RSV Monoclonal
Antibody Administration Reporting Form does not need to be sent in.

*If postpartum referral is declined but administration is given, then send just the RSV Monoclonal
Antibody Administration Reporting Form.

14



RSV Preventive Practices
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During postpartum teachings please provide caregiver tips to
reduce RSV risk whether nirsevimab has been received or not

RSV prophylaxis (e.g., nirsevimab)

* Avoid direct contact with anyone who has cold symptoms.
* Avoid crowded areas during RSV season.

* Provide a smoke-free environment.

* Offer breast milk if possible.

* Stay home when sick, even with mild cold symptoms.

* Disinfect frequently touched surfaces and objects.

* Keep up with routine vaccinations, including flu and COVID-
19 vaccines.

~ HAND WASHING!
HAND WASHING:

Allnfants and young chiloren arg
susceptible to RSV
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Informed Consent

Informed consent requires that the client, parent/guardian or legal decision maker must be
provided with the information necessary to make a decision to have or to refuse treatment such as:

* Expected benefits and risks of the vaccine or biologic;
* Risks of the disease in the absence of product administration;
* Any other information (e.g., common side effects, contraindications, route of

administration) that a reasonable person in the same circumstances would require in order
to make a decision about the immunization.

Consent can be obtained verbally (and documented by the health care provider) or written onto
the paper consent form by the client, parent/guardian or legal decision-maker. For Manitoba child/
adolescent immunization consent form see:
https://www.manitoba.ca/health/publichealth/cdc/div/docs/child-immunization-consent-form.pdf

Provincial Informed Consent Guidelines for Immunization are located at:
www.manitoba.ca/health/publichealth/cdc/protocol/consentguidelines.pdf



https://www.manitoba.ca/health/publichealth/cdc/div/docs/child-immunization-consent-form.pdf
http://www.manitoba.ca/health/publichealth/cdc/protocol/consentguidelines.pdf
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Prior to vaccination, the immunizer should:
v’ Review immunization history.

v’ Ensure proper identification of client. Two client identifiers are required prior to any intervention (e.g.,
name, birthdate).

v’ Assess the recipient’s current state of health.

v’ Assess contraindications and precautions to receiving the product including any history of potential
immediate or anaphylactic hypersensitivity to a previous dose or to any of the product components.

v’ Provide information regarding the benefits and risks of receiving or not receiving the vaccine.

v’ Ensure informed consent obtained by the parent/guardian or legal decision maker (or mature minor if
applicable.)

Note : There are no known safety concerns with giving Nirsevimab to an infant whose parent received the RSV
vaccine during pregnancy; however, using both is not routinely recommended, and generally only considered
if the infant is at high risk or born less than 14 days after maternal vaccination.
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Pre-Administration

Contraindications and Precautions — Nirsevimab
Nirsevimab should NOT be administered to:

*Individuals who currently have an acute, febrile illness. Administration should be postponed
until the individual has recovered.

Individuals who are allergic to any active substance in Nirsevimab or to any ingredient in its
formulation. Refer to the Nirsevimab product monograph for a complete list of ingredients
00070439.PDF.

Individuals with a history of anaphylaxis following a previous dose of Nirsevimab.



https://pdf.hres.ca/dpd_pm/00070439.PDF
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Nirsevimab Administration

Infection Prevention and Control (IP&C)

* Staff providing immunizations in any setting should follow routine practices at all times and
perform a Point of Care Risk Assessment (PCRA) to determine what Personal Protective
Equipment (PPE) is required: sharedhealthmb.ca/files/routine-practices-protocol.pdf

* PPE must be available for all staff (medical grade masks, eye protection, N95 respirators) if
required.


https://sharedhealthmb.ca/files/routine-practices-protocol.pdf
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Nirsevimab Administration

8 Rights of Administration

As part of preparation and administration of Nirsevimab, the health care provider is responsible for checking the following rights:

v’ Right client - obtain 2 client identifiers to ensure the product is being given to the correct client (e.g., date of birth (DOB), and/or
contact information such as address and/or phone number).

v’ Right product - (e.g., not expired)
v’ Right dose - review client’s age, weight and product information for correct dosage (i.e., 0.5 mL or 1 mL).

v’ Right time/schedule - meets the minimum or recommended interval for the client to receive the product in order for it to be an
effective and valid dose.

v' Right route - optimum route this vaccine should be given (e.g., intramuscular).
v’ Right injection site - optimum location chosen for administration based on age or vaccine type (i.e., deltoid vs vastus lateralis).
v’ Right reason - (e.g., meets eligibility criteria)

v’ Right documentation- ensure all the key documentation requirements have been completed.
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Nirsevimab Administration

Immunization Counselling

During each interaction, immunizers should encourage questions, address concerns/misinformation and provide valid/evidence-
based information. Building trust is especially important with clients or parents who are hesitant to receive vaccines or biologics
themselves or for their child.

The following link provides resources for immunization counselling and vaccine hesitancy:

Counselling the Public | immunizecanada

Pain Management and Comfort Measures
Comfort Positioning

* Hold infant/child securely in upright position on caregiver's lap

Distraction Techniques

* Engage caregiver to maintain calm presence

Topical Analgesia (Optional)

* Apply topical anesthetic (e.g., lidocaine-prilocaine cream) prior to injection, if feasible


https://immunize.ca/counselling-public
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Nirsevimab Administration

Breastfeeding or Sweet Solutions

» Skin-to-skin contact during vaccine injection (<1 month of age)
* Breastfeed during or immediately after injection.
* For non-breastfed infants: offer sucrose solution (per regional protocol)

Skilled Injection

* Use appropriate needle size for age/weight

Post-Injection Comfort

e Gentle rocking or holding

For more information and resources on immunization pain management and comfort measures: Pain
management https://immunize.ca/pain-management-children ,C.A.R.D (Comfort, Ask, Relax, Distract) —
https://www.aboutkidshealth.ca/card/?topic=cardfamilies



https://immunize.ca/pain-management-children
https://www.aboutkidshealth.ca/card/?topic=cardfamilies
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Nirsevimab Administration

Assessing the Injection Site

* The vastus lateralis (anterolateral thigh) is the preferred injection site for infants under 1 year of

age.

* When choosing the appropriate injection site, inspect the skin’s surface for bruises, inflammation

and palpate the site for masses, edema, or tenderness.

* Do not inject if any of these are found as there may be interference with absorption of the

product.

* If unavoidable, product may be administered through a superficial birthmark.
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Nirsevimab Administration

Proper positioning of the client is essential to
ensure the biological product is administered

at the correct site. Examples of positioning for injection in the vastus
lateralis:

* Guide the parent/guardian to hold the child
in @ way that the site is clearly visible to the
immunizer, while also ensuring the child is
sufficiently restrained to minimize *\

movement during the procedure.

24
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Identifying Injection Site for Vastus Lateralis:

* Divide the space between the femoral trochanter and the top of the knee into three equal parts.
* Draw a horizontal median line along the outer surface of the thigh.

* The injection site is located in the middle third, just above this horizontal line.

Anterolateral thigh muscle (vastus lateralis)

Anterior superior iliac spine

Injection site

Vastus lateralis

Correct Place to Give
Shot in the Thigh Muscle
Patella

Figure 7.23 Vastus lateralis IM injection

site
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Nirsevimab Administration

Intramuscular Injection Technique
¢ Perform hand hygiene by washing hands with soap and water or alcohol-based hand sanitizer.

* Cleanse the injection site with a new alcohol swab by circling from the center of the site outward for 1-2 inches.
Allow to dry to avoid a burning sensation on insertion of the needle.

e If client’s muscle mass is small, bunch or squeeze the muscle between the non-dominant thumb and fingers before
and during the injection to increase muscle mass and minimize the chance of striking underlying bone.

* Alternatively, place your thumb and forefinger on either side of the site of injection and press the area flat. This
method is recommended when clinical judgement has deemed a 5/8” needle appropriate for use based on client

assessment. Intramuscular
* Insert the needle quickly at a 90° angle into the muscle. =
¥
* Do not aspirate (do not pull back on the plunger). | 1 HEr

Doz

* Inject the product while maintaining stability of the limb and needle.
Hypodermis
(Subcutanecus
tissue

¢ Remove the needle in a swift motion.

Mk

S | W | W— -

¢ Activate the safety mechanism and discard into the sharp’s container.

* A cotton ball can be used to apply pressure to the injection site to minimize bruising. Do not massage the injection
site as this may damage underlying tissue. Use of adhesive bandages is not routinely recommended.
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Multiple Product Administration

* When more than one vaccine/product (Nirsevimab and Vitamin K) is to be administered in the same
visit, it is preferable to use separate anatomic injection sites (different limbs) for each
vaccine/product, but it is not necessary.

When administering 2 or more vaccines/products in the same limb, separate the injection sites by as

much distance as possible. A separation of at least 2.5 cm (1 inch) is preferred so local reactions are
unlikely to overlap.
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Dosage:

e 0.5ml (50 mg) for infants < 5 kg
e 1ml (100 mg) for infants >5 kg to <10 kg
e 2 ml (200 mg) in divided doses for infants 210 kg

Interval:

e Single dose
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Needle Selection and Maximum Volume Guideline

Route of Needle Needle Max Volume
Administration | Gauge Length
22t025 <28 days Vastus % inch 1mL
lateralis
1to<12 Vastus 1inch 1mL
months lateralis

Source :National Advisory Committee on Immunization. (2017, November 3). Canadian

Immunization Guide: Part 1 — Key immunization information: Vaccine administration practices.
Public Health Agency of Canada
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Nirsevimab Administration

Beyfortus™ (Nirsevimab) Preparation for Administration
*Beyfortus™ (Nirsevimab) is supplied as a single-dose prefilled syringe.
*Supplied in doses of 50 mg / 0.5 ml ( purple plunger ) or 100mg /1 ml ( light blue plunger ).

*Reconstitution not required (Product is supplied as a sterile solution that is clear to opalescent, colourless to
yellow solution).

*Preservative and latex free.
*Do not shake, freeze or expose to heat.
*Attach an appropriately sized sterile needle (based on age, weight, and recommended injection site).

*Confirm the correct dose volume according to age and weight.

*Do not mix with other products in the same syringe or vial. m m

Nirsevimab 50 mg/o.5 mL Nirsevimab 100 mg/mL

[— f

LETH
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Nirsevimab Administration

The following steps outline the correct preparation and administration of Beyfortus™
(Nirsevimab) pre-filled syringes. To ensure product integrity and patient safety, follow each
step carefully, using aseptic technique and observing safe injection practices. Figure 1: Luer lock syringe components

Rubber Stopper Syringe Cap

Step 1: Finger Grip
Hold the Luer lock securely in one hand (do not hold the plunger rod or syringe body). With )
the other hand, twist the syringe cap counterclockwise to remove it.

Step 2:

Attach a Luer lock needle by gently twisting it clockwise onto the pre-filled syringe until Plunger Rod Syringe Body Luer Lock
slight resistance is felt.

Step 3:

With one hand holding the syringe body, carefully pull the needle cover straight off with the Source: Beyfortus Product Monograph

other hand. Avoid holding the plunger rod to prevent movement of the rubber stopper. Do
not touch the needle or allow it to contact any surface. Do not recap or detach the needle.

* If two injections are required, repeat steps

Step 4: 1-5 in a different injection site.

Administer the entire contents of the Beyfortus™ pre-filled syringe as a single intramuscular
injection

Step 5:

Immediately dispose of the used syringe and needle in a sharps disposal container, in
accordance with local protocols. If a second injection is required, repeat steps 1-5 at a
different injection site.
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Post - Administration

Adverse Events

Health Canada approves antibody products following a review of their quality and safety and are considered safe for use.
Side effects are uncommon. If they occur, the most common include:
* redness, swelling and soreness at injection site.

All clients should be monitored for 15 minutes post administration to assess for any adverse events that may require
immediate attention (i.e., syncope or anaphylaxis).

There have been no reports of serious allergic reactions with Nirsevimab, but this is a theoretic possibility. Risk of
anaphylaxis is approximately 1 out of 1 million. Though very rare, anaphylaxis can occur following the administration of
Nirsevimab and must be managed quickly and appropriately. If anaphylaxis occurs, the majority of cases arise within 15
minutes. However, some cases occur beyond 30 minutes. Usually, two body systems will be affected such as cardiovascular
and integumentary systems.
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Post - Administration

Adverse Events
Anaphylaxis

* Itisimportant that all immunizers refer to your region or site-specific anaphylaxis training
requirements.

*  Every provider should be familiar with the signs and symptoms of anaphylaxis and be prepared and
equipped with an anaphylaxis kit to act quickly. Well established anaphylaxis response plans should be
prepared by the team prior to administering Nirsevimab, including determining roles in anaphylaxis
response (e.g., initiating emergency response Code Blue/911), CPR, epinephrine administration, etc.).

. For further information refer to:

https://www.gov.mb.ca/health/publichealth/cdc/div/manual/docs/mb-anaphylaxis-protocol.pdf

https://www.canada.ca/en/public-health/services/publications/healthy-living/canadian-immunization-quide-
part-2-vaccine-safety/page-4-early-vaccine-reactions-including-anaphylaxis.html

Vaccine Safety | Province of Manitoba



https://www.gov.mb.ca/health/publichealth/cdc/div/manual/docs/mb-anaphylaxis-protocol.pdf
https://www.canada.ca/en/public-health/services/publications/healthy-living/canadian-immunization-guide-part-2-vaccine-safety/page-4-early-vaccine-reactions-including-anaphylaxis.html
https://www.gov.mb.ca/health/publichealth/cdc/div/aefi.html
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Documentation

Nirsevimab documentation requires the following information

for the client’s official immunization record: Immunizing Agent
* Client name, birthdate, Manitoba Health registration number and birthing Date Given
person’s name. (Note: at the time of Nirsevimab administration, a PHIN will Lot Number
not typically be available, as assignment generally occurs approximately eight Dosage
weeks post-birth.) B
Site of Administration
* Vaccine name (product and manufacturer)
Route
* Date of administration Provider Name
* lot#
* Dose

* Site and route of administration

* Name and professional designation of the provider
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Documentation

* Nirsevimab documentation requires the following information for the client’s official
immunization record:
* Client name, birthdate, Manitoba Health registration number and birthing parents' name.

NOTE: At the time of Nirsevimab administration, a PHIN will not typically be available, as assignment
generally occurs approximately eight weeks post-birth.)

* Nirsevimab doses provided by non - registered users of PHIMS will be submitted by fax to

Manitoba Health for entry into the Public Health Information Management System (PHIMS) using
the RSV Monoclonal Antibody Administration Reporting Form for Health Care Providers.

35
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Resources

Manitoba Health Eligibility Criteria for Publicly Funded Vaccines
https://www.manitoba.ca/health/publichealth/cdc/vaccineeligibility.html

Manitoba Immunization Schedule
https://www.manitoba.ca/health/publichealth/cdc/div/schedules.html

Canadian Immunization Guide

www.canada.ca/en/public-health/services/publications/healthy-living/canadian-
immunization-quide-part-4-active-vaccines.html



https://www.manitoba.ca/health/publichealth/cdc/vaccineeligibility.html
https://www.manitoba.ca/health/publichealth/cdc/div/schedules.html
https://www.canada.ca/en/public-health/services/publications/healthy-living/canadian-immunization-guide-part-4-active-vaccines.html
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Follow us on Social Media

https://twitter.com/SharedHealthMB
https://lwww.facebook.com/sharedhealthmanitoba/
https://lwww.instagram.com/sharedhealthmb/

https://www.linkedin.com/company/shared-health-soins-communs
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