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Objectives

After viewing the Respiratory Syncytial Virus (RSV) presentation,
vaccine providers should:

Be aware of the available RSV vaccines.

Know the age-appropriate use for each RSV product.

Know the unique storage and handling considerations for each RSV
vaccine.

Know the RSV vaccination administration guidelines for each
vaccine.

Be aware of available RSV resources.
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Purpose

There are several vaccines available to
help prevent and lessen the effects from
Respiratory Syncytial Virus (RSV).

These vaccines are created to protect
populations with the highest risks for
lower respiratory tract infections: the
very young and the elderly.

Currently, only one dose of an RSV
vaccine is needed to provide protection
for adults.

Infants without immunocompromising
conditions also only receive one dose.

czj' ﬁjn’l II_)Ieplarl'1tment of
~ ealt


https://www.homecaremarketing.com/wp-content/uploads/2016/07/network-community-600x400.jpg
https://img.freepik.com/premium-photo/melting-pot-emotions-captivating-glimpse-into-world-tiny-multicultural-newborns_983420-200022.jpg

RSV Vaccines For Adults

The Centers for Disease Control and Prevention (CDC)
recommends RSV vaccination for all adults ages 75 years

and older and for adults ages 60-74 years who are at
increased risk of severe RSV disease.
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RSV Vaccines For Adults

There are three RSV vaccines approved for adults ages 60
years and older or for maternal vaccination:

* Pfizer’s ABRYSVO.

o Protein subunit RSV vaccine.

o Only adult vaccine recommended as a maternal vaccination
to protect newborn infants.

* GSK’s AREXVY.
o Protein subunit RSV vaccine, adjuvanted.

e Moderna’s mRESVIA.
o MRNA RSV vaccine.
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RSV Vaccines For Adults

Eligible adults can get an RSV vaccine at any time, but the
best time to get vaccinated is in late summer and early fall
before RSV usually starts to spread in the community.
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RSV Vaccines For Adults

All three of these vaccines cause the immune system to
produce RSV antibodies and are currently approved as a

single dose to protect against RSV in adults ages 60 and
older.

Based on clinical trial data, one dose of RSV vaccine can
provide protection for at least two years.
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RSV Vaccines For Adults
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RSV Vaccine or Monoclonal Antibody For Infants

RSV usually causes mild s¥]r_nptoms but can cause severe illness in
infants and some young children.

There are two safe and effective immunizations to prevent lower
respiratory tract infection in infants.

* A maternal vaccination (Pfizer's ABRYSVO) given to the mom
during pregnancy.

* Amonoclonal antibody (Beyfortus) given to the baby shortly
after birth.

Either one is recommended, but administration of both, the maternal
and the monoclonal, is not needed to protect most infants.
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RSV Vaccine For Infants

The packaging for ABRYSVO and for Beyfortus is different and should help
health care staff avoid confusion when using the correct product.
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Maternal Vaccination (ABRYSVO)
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ABRYSVO: Infant Protection Through Maternal Vaccination

Pfizer’s ABRYSVO is the only RSV vaccine
approved for maternal vaccination to
prevent RSV in infants.

« ABRYSVO for maternal vaccination is
administered to pregnant women in their
gestational weeks 32 through 36 and six
days.

* Do not administer after the 37t" gestational
week.

* Infants born to mothers who received
ABRYSVO will most likely not require
Beyfortus vaccination at birth.
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Maternal Vaccination

Pregnant women are at a higher risk of developing lower respiratory tract issues
from RSV infection. In most parts of the U.S., RSV circulation is seasonal, typically
starting during the fall and peaking in the winter.

In Ohio, pregnant women gestational weeks 32 - 36 and six days can be vaccinated
with ABRYSVO:

Beginning: September first (15).

Ending: last day of January (315!) the following year.
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Maternal Vaccination

Infants born to mothers who received
ABRYSVO will most likely not require
Beyfortus vaccination at birth.

ABRYSVO may be received during one
pregnancy only.

* If the mother received ABRYSVO during
pregnancy and gave birth, then becomes
pregnant again, the following child or
children will receive Beyfortus.

All RSV vaccinations for adults are one-
time (one dose) only.
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ABRYSVO Administration

There are three presentations of ABRYSVO available for intramuscular injection (0.5mL).

1. ABRYSVO Act-0O-Vial is supplied in cartons of one (1) and 10 Act-O-Vials, without syringes or
needles. This is a double chambered vial with a stopper separating the lyophilized antigen
from the sterile water diluent. A syringe with needle is required for administration. Note: this
product is not available through VFC in Ohio.

2. ABRYSVO vial and prefilled syringe presentation is supplied in cartons of one (1), five (5), and
10 kits, without needles. Each kit includes a vial of Lyophilized Antigen Component, a
prefllled syringe containing Sterile Water Diluent Component, and a vial adapter.

3.ABRYSVO vial and vial presentation is supplied in cartons of five (5) and 10 doses packaged
without syringes or needles. Each carton includes vials of Lyophilized Antigen Component
and vials of Sterile Water Diluent Component. Note: this product is not available through VFC
in Ohio.

__ Needle-free

. reconstitution kit
«  ‘Needle eq cH intramuscular
injection is ncluded.

Please see for specific instructions on reconstituting the vaccine for each type of presentation .
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ABRYSVO Administration

Act-O-Vial:

* Thisis a double chambered vial with a stopper separating the lyophilized

antigen from the sterile water diluent.
» Asyringe with needle is required for administration.
* Dose volumeis 0.5mL.
* Discard excess reconstituted vaccine.

& pofiver

Respiratory Syncytial Virus Vaccine /
ABRYSVO"

Needle-free’
reconstitution kit

# "Needle required for inmtramuscular
injection is not included.

AR

Please see for specific instructions on reconstituting the vaccine for each type of presentation.
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ABRYSVO Presentation

Abrysvo “Act-O-Vial” Presentation.

* The Act-O-Vial presentation is supplied in cartons.

* Each Act-O-Vial contains the Lyophilized Antigen Component (a sterile white powder)
and Sterile Water Diluent Component.

* Requires needle and syringe for administration (not included).
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ABRYSVO Presentation

Vial and Prefilled Syringe Presentation.

* The vial and prefilled syringe presentation is supplied in cartons containing
a kit(s).
« Each kitincludes a vial of Lyophilized Antigen Component (a sterile white

powder), a prefilled syringe containing Sterile Water Diluent Component,
and a vial adapter.

Reconstitution Instructions for Vial and Prefilled Syringe Presentation
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ABRYSVO Storage and Handling

Before reconstitution:
e Store vaccine and diluent
refrigerated between 2°C and
8°C (36°F and 46°F).

 Store these components in their
original package and keep them
together in the refrigerator to
optimize organization.

* Never freeze the vaccine or
diluent.
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ABRYSVO Storage and Handling

After reconstitution:
* Immediately administer the vaccine; you should prepare the vaccine only
when ready for use.

* |If you do not immediately administer the vaccine, there are some minor
differences in storage:
o Store the reconstituted vaccine ONLY at room temperature [15°C to 30°C
or (59°F to 86°F)] and use within four hours.

o Do NOT refrigerate.

o Thisisvery different than other reconstituted vaccines. For this vaccine, DO
NOT put it back in the refrigerator after reconstitution.

o Never freeze the vaccine or diluent.
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ABRYSVO Storage and Handling

Once you’ve reconstituted the vaccine, you
begin a four-hour beyond-use date clock.

You must use the reconstituted vaccine
within four hours.
 When the four hours have passed, the
dose must be wasted and disposed.
* Do not administer expired vaccine.
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Monoclonal Antibody For
Infants (Beyfortus)



RSV Prevention For Infants

* RSV is the most common cause of hospitalization in infants.

* RSV can cause serious illness and death in infants and young
children.

» Severe RSV lower respiratory tract infection in infants can be
prevented by administering either:

o Monoclonal antibody products to infants and young
children, or

oABRYSVO to the mother during pregnancy.
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Monoclonal Antibody Products For Infants

There are two injectable monoclonal antibody
products that help protect infants and young children
from lower respiratory tract infection caused by RSV.

* Nirsevimab (Beyfortus).
* Palivizumab (Synagis).

This presentation will focus on Beyfortus.
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Beyfortus

» Beyfortus is an injectable monoclonal antibody that
prevents severe RSV disease in infants and young children.

* Monoclonal antibodies do not activate the immune system,
as would occur with infection or vaccination (active
immunization).

 Rather, the antibodies themselves protect against disease
(passive immunization).
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Beyfortus

 Beyfortus does not activate the immune system, so
protection is likely most effective for several weeks after
administration, and wanes over time.

* Beyfortus does not provide long-term immunity to RSV
disease but provides protection to infants when they are
most at risk of getting severe RSV disease.

* As children get older, they are less likely to get severe
symptoms from RSV infection.
Chw e



Beyfortus

* Beyfortus is available in a 50 mg (0.5mL) and a 100 mg (1.0mL)
single use, pre-filled syringe.

* Check the labels on the carton and pre-filled syringe to ensure the
correct dosage of product is being used.

BEYFORTUS 50 mg (50 mg/0.5 mL) pre-filled BEYFORTUS 100 mg (100 mg/mL) pre-filled
syringe with a purple plunger rod. syringe with a light blue plunger rod.

O

-~

HD

Purple
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Beyfortus

The correct dose by weight must be used.

* You cannot use two 50mg doses if a 100mg dose is required.
* You cannot use half of a 100mg dose if 50mg dose is required.

BEYFORTUS 50 mg (50 mg/0.5 mL) pre-filled BEYFORTUS 50 mg (50 mg/0.5 mL) pre-filled BEYFORTUS 100 mg (100 mg/mL) pre-filled
syringe with a purple plunger rod. syringe with a light blue plunger rod.

DON'T

BEYFORTUS 100 mg (100 mg/mL) pre-filled
syringe with a light blue plunger rod.

DON'T
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Beyfortus

* Beyfortus is given during the infant’s First Season
first RSV Season before they are
eight months old. PSS - 50 mg /0.5mL
than 5 by IM
- The dose is based upon their weight. @ Wb "

o If the infant is less than
5 kilograms, they receive a
50mg/0.5mL/IM.

by IM
injection.

~
1 ; I S - 100 mg/1.0mL
and
greater.

o If they weigh 5 kilograms or
more, they will receive
100mg/1.0mL/IM.
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RSV First Season - One Dose For Infants

One dose of Beyfortus is recommended for infants younger
than eight months of age who were born shortly before or
are entering their first RSV season (typically fall through

spring) if:

* The mother did not receive an ABRYSVO vaccination
during pregnancy.
* The mother’s RSV vaccination status is unknown.

* The infant was born within 14 days of maternal RSV
vaccination.
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RSV First Season - One Dose For Infants

* Except in rare circumstances, Beyfortus is not
needed for most infants younger than age eight
months who are born 14 or more days after
their mother received an ABRYSVO vaccination.
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RSV Season Two - For Older Infants

* Beyfortus is recommended for some children aged
eight through 19 months old who are at increased
risk for severe RSV disease and entering their second
RSV season.

* These infants are recommended to receive Beyfortus
shortly before or during their second RSV season.
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RSV Season Two - For Older Infants

Older infants at increased risk include:
 American Indian/Alaska Native children.

* Children with chronic lung disease of prematurity who
require medical support during the six months before the
start of their second RSV season.

* Children with severe immunocompromise.
* Children with severe cystic fibrosis.

Children ages eight months and older who are not at increased
risk of severe RSV disease should not receive Beyfortus for their
second season.
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RSV Season Two - For Older Infants

* For RSV Season Two infants and
young children eight months through
19 months of age, will receive a total
dose of 200mg.

Second Season

Eight AL
WITARERR gdministered as

ths old
S Tv;: arseoat '!'.V\!O "YI
LY injections of
risk 100mg/mL.

* Thatis achieved by giving two,
100mg/1.0mL doses (one dose in
each leg).

* Regardless of body weight.
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Timing of Abrysvo and Beyfortus Administration

Mother can get RSV

vaccine (Abrysvo) during

pregnancy
Infant can get RSV
antibody (nirsevimab)
after birth

)DDDD)DDEEE)

Babies born during these months

r— HOUL get RSV antibody
(nirsevimab) in October
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AREXVY

* AREXVY is for adults ages 60 F
years and older. =

NOTICE: Combine one vial of lyophilized antigen component
and one vial of adjuvant suspension component before use.

° DO NOT give d u ri ng Respiratory Syncytial Virus

Vaccine, Adjuvanted
pregnancy. AREXVY

* DO NOT give to infants. Contente (10 dsso ot AREXVY

10 Viaks conlaining Aduvant Suspension Component
10 Vials containing Lyophilized Antigen Companent
Aftar reconstitution, a single dose of AREXVY Is 0.5 mL AREXVY
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AREXVY

AREXVY is supplied in two vials that must be reconstituted prior to

administration.

* Onevial is a lyophilized antigen component and the second is a liquid

diluent adjuvant suspension.

* You MUST use the diluent provided by the manufacturer.

» Referto AREXVY’s package insert for specific instructions on reconstituting

the vaccine.

Sterile

AREXVY

Respiratory Syncytial Virus vaccine (recombinant, AS01¢ adjuvanted)

ILyophiIized RSVPreF3 antigen to be reconstituted with AS01; Adjuvant I

Powder and Suspension for Injection

1 Vial ASO1¢ Adjuvant Suspension

DIN 02540207

! Adjuvant

Active immunizing agent. Intramuscular use. Antigen -
Single Dose 0.5 mL after reconstitution. Antigen
1 Vial Lyophilized RSVPreF3 antigen =

1 dose /1 dose (0.5 mL)

p—

AREXVY

Lyophilized RSVP!
Reconstt

i N Reconsty

M

e Store / co3

AREXVY
ASO1g Adjuvani/h

Do NOTus
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"% RSVPrerl]
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Storage and Handling

 Store AREXVY adjuvant suspension
component and lyophilized antigen
vials refrigerated between 2°C and
8°C (36°F and 46°F).

* Store in the original package to
protect vials from light.

* Do not freeze.

o Discard if the adjuvant suspension
component and/or the lyophilized
antigen component vials have been
frozen.
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AREXVY

Before reconstitution:
* Store vaccine and diluent refrigerated between 2°C

and 8°C (36°F and 46°F).

* Store the vaccine and diluent in their original
package and keep them together in the refrigerator

to optimize organization.

* Never freeze the vaccine or diluent.

* Protect the vial from light.

Adjuvant Suspension Compo
NOT TO BE USED ALONE

Add to1 vial of Lyophilized Antigen | €
b Component to form AREXVY F4

mem | NOC58160-744-03 wvil1oi2 3
NE nent
| <
H

£
Mid. by GlaxoSmithKiine Biologicals (3 =
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AREXVY

After reconstitution:
* Immediately administer the vaccine; you should prepare the vaccine only
when ready for use.

* If you do notimmediately administer the vaccine, there are some minor
differences in storage:

o Store the reconstituted vaccine refrigerated between 2°C and 8°C (36°F
and 46°F) OR at room temperature [up to 25°C (77°F)]. Note: The
difference is due to the allowance of storage at room temperature.

o Never freeze the reconstituted vaccine.

o Protect it from light.
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AREXVY

* Once you’ve reconstituted the
vaccine, you begin a four-hour
beyond-use date clock.

* Reconstituted vaccine must used
within four hours.

* When past the four hours, the
reconstituted vaccine must be
wasted and disposed.

* Do not administer expired vaccine.

hours
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Adult Vaccine (mMRESVIA)



MRESVIA

* MRESVIA is a mRNA vaccine.

* For adults ages 60 years and

older.

* DO NOT give during
pregnancy.

* DO NOT give to infants.

.

DG WTTT- NS %

moderna N
»/

: ial
Respiratory Syncytia
Virus Vacciné -

. mRESVIA

injectabe Suspension

For irparassuly U
Saghe Cone Py Fhel B
p— O Promct 10 ot somep 26
. oer w
v

-.mr';"'t,c (4077 0 &7
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MRESVIA

 Supplied in cartons of one or 10,
prefilled plastic syringes (PFS).

* Syringes are in a blister pack. “un  moderna ol
| Respiratory Syncytial P
Virus Vgccine
* The 10-pack carton has two mRESVIA™
1 M M . injectabie Sus
syringes in a five-blister pack. For 60 years and ke
' R |- ot
* The dosage is only ONE 0.5mL | e,

PFS.
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MRESVIA

* During storage, minimize exposure to
room light, and avoid exposure to
direct sunlight and ultraviolet light.

» Store frozen between -40°C to -15°C
(-40°F to 5°F) until expiry.

» Refer to mRESVIA’ s package insert
for specific instructions on storage
and thawing.
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https://www.fda.gov/media/179005/download?attachment
https://5.imimg.com/data5/SELLER/Default/2020/12/TT/CK/HV/97495350/covid-19-vaccine-storage-freezers-500x500.jpg

MRESVIA

Storage after Thawing:

* Storage at 2°Cto 8°C
(36°F to 46°F).

* Prefilled plastic syringes may be
stored refrigerated between 2°C
to 8°C (36°F to 46°F) for up to

30 days prior to use.
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Respiratory Syncytial
Virus Vaccine

= mRESVIA

Injectable Suspension
For 60 years and older

For Itrarmaci i o
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https://media.cnn.com/api/v1/images/stellar/prod/mresvia-us-packshot-both-21.jpg?c=16x9&q=w_800,c_fill

MRESVIA

* Pre-filled plastic syringes may be stored between 8°C to 25°C (46°F
to 77°F) for a total of 24 hours after removal from refrigerated
conditions. Total storage at 8°C to 25°C (46°F to 77°F) must not
exceed 24 hours.

* Discard the prefilled syringe if not used within this time.

* Should not be returned to the refrigerator after being thawed at
room temperature.

* Do not refreeze once thawed.

* Do not shake.
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Vaccine Adverse Event
Reporting System (VAERS)



VAERS

* National program managed by the
CDC and the U.S. Food and Drug
Administration (FDA) to monitor the
safety of all vaccines licensed in the
United States.

* Collects and reviews reports of VAEm Vacine AdvrseEvnt Reporig yster

adverse events that occur after
vaccination.

 Early-warning system that detects
problems possibly related to
vaccines.
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VAERS

Health professionals are tasked to report adverse events following
any vaccination including but not limited to:

* Anaphylaxis or anaphylactic shock (three days).

* Shoulder Injury Related to Vaccine Administration (two days).
 Vasovagal syncope (one hour).

* Guillain-Barre Syndrome (three - 42 days).

* Any acute complication or sequelae (including death) of above
events (interval - not applicable).

* Events described in manufacturer’s package insert as
contraindications to additional doses of vaccine (interval - see
package insert).
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VAERS

VAERS reporting is easy and
there are two options:

. , Secure reporting.

If you need further assistance
with reporting to VAERS, please
email info@VAERS.org or

call 1-800-822-7967.

Option 1- Report Online to VAERS

Submit a VAERS report online. The report must
be completed online and submitted in one sitting
and cannot be saved and returned to at a later
time. Your information will be erased if you are
inactive for 20 minutes: you will receive a
warning after 15 minutes.

Option 2 - Report using a Writable PDF
Form

Download the Writable PDF Form to a computer.
Complete the VAERS report offline if you do not
have time to complete it all at once. Return to
this page to upload the completed Writable PDF
form by clicking here.

czj'ﬁjp,l Department of
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https://vaers.hhs.gov/esub/index.jsp
https://vaers.hhs.gov/uploadFile/index.jsp
mailto:info@VAERS.org

Resources
 ABRYSVO.

O

O

O

* AREXVY.

O

* mMRESVIA.

O

* Beyfortus.
o (CDC).
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https://abrysvoadult.pfizerpro.com/?cmp=9ef444c5-15d7-4297-924b-a2d739ee72a6&ttype=PS&utm_source=MICROSOFT&utm_medium=paidsearch&utm_campaign=71700000112969892&utm_content=43700077422409579&utm_term=abrysvo%20vaccine&gclid=6b7d1cc98b311aaccf7f7a16db08ef14&gclsrc=3p.ds&
https://www.fda.gov/media/168889/download
https://www.cdc.gov/vaccines/vpd/rsv/hcp/pregnant-people.html
https://www.fda.gov/media/167805/download
https://static.modernatx.com/pm/6cef78f8-8dad-4fc9-83d5-d2fbb7cff867/36130c97-6fb0-4bea-9f2e-fb5be7a90729/36130c97-6fb0-4bea-9f2e-fb5be7a90729_viewable_rendition__v.pdf
https://www.cdc.gov/vaccines/vpd/rsv/immunization-information-statement.html

Resources

American Academy of Pediatrics.

. (AAP.org).
. (AAP.org).
. (Red Book).

(AAP
Technical Report).

(AAP Policy Statement).
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https://downloads.aap.org/AAP/PDF/Nirsevemab-Visual-Guide.pdf
https://www.aap.org/en/patient-care/respiratory-syncytial-virus-rsv-prevention/nirsevimab-frequently-asked-questions/
https://publications.aap.org/redbook/book/755/chapter/14080939/Respiratory-Syncytial-Virus
https://publications.aap.org/pediatrics/article/152/1/e2023061803/192153/Palivizumab-Prophylaxis-in-Infants-and-Young
https://publications.aap.org/pediatrics/article/152/1/e2023061803/192153/Palivizumab-Prophylaxis-in-Infants-and-Young
https://publications.aap.org/pediatrics/article/134/2/415/33013/Updated-Guidance-for-Palivizumab-Prophylaxis-Among
https://publications.aap.org/pediatrics/article/134/2/415/33013/Updated-Guidance-for-Palivizumab-Prophylaxis-Among
https://publications.aap.org/pediatrics/article/134/2/415/33013/Updated-Guidance-for-Palivizumab-Prophylaxis-Among

Resources

CDC/Health and Human Services (HHS) Resources.

Ohio Department of Health.
* Telephone: (614)466-4643.
(Ohio only): 1-800-282-0546.
 Email:
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https://www.cdc.gov/mmwr/volumes/73/wr/mm7332e1.htm#:~:text=On%20June%2026%2C%202024%2C%20the%20Advisory%20Committee%20on,are%20at%20increased%20risk%20for%20severe%20RSV%20disease.
https://www.cdc.gov/rsv/vaccines/older-adults.html?s_cid=SEM.MS:PAI:RG_AO_MS_TM_A18_RSV-FAQ-Brd:name%20of%20rsv%20vaccine:SEM00122&utm_id=SEM.MS:PAI:RG_AO_MS_TM_A18_RSV-FAQ-Brd:name%20of%20rsv%20vaccine:SEM00122
https://www.cdc.gov/rsv/about/index.html?s_cid=SEM.MS:PAI:RG_AO_MS_TM_A18_RSV-Virus-Brd:about%20rsv:SEM00140&utm_id=SEM.MS:PAI:RG_AO_MS_TM_A18_RSV-Virus-Brd:about%20rsv:SEM00140
http://www.immunize.org/clinic/storage-handling.asp
https://vaers.hhs.gov/docs/VAERS_Table_of_Reportable_Events_Following_Vaccination.pdf
https://vaers.hhs.gov/resources/infoproviders.html
mailto:Immunize@odh.ohio.gov

Resources

Immunization Program

Ohio Department of Health
246 North High Street
Columbus, Ohio 43215

Telephone: (614) 466-4643
1-800-282-0546 (Ohio only)
Fax: (614) 728-4279
Email: Immunize@odh.ohio.gov
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