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Before We Start

All participants will be muted for the presentation.

You may ask questions using the Q&A box, and questions will be
answered at the end of the presentation.

Continuing education is available for nurses and medical assistants.

If you’re watching in a group setting and wish to claim CE credit, please
make sure you register for the webinar and complete the evaluation as
an individual.

You can find more information here: COVID-19 Vaccine Updates Webinar
- October 24, 2023 | Washington State Department of Health
(https://doh.wa.gov/you-and-your-family/immunization/immunization-
training)
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Continuing Education

This nursing continuing professional development activity was
approved by Montana Nurses Association, an accredited
approver with distinction by the American Nurses
Credentialing Center’s Commission on Accreditation. Upon
successful completion of this activity, 1.0 contact hours will be
awarded.

This program has been granted prior approval by the American
Association of Medical Assistants (AAMA) for 1.0
administrative continuing education unit.
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Disclosures

The planners and speakers of this activity have no relevant
financial relationships with any commercial interests pertaining
to this activity.
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Learning Objectives

Describe updated COVID-19 vaccine recommendations

Discuss RSV vaccine recommendations for older adults
and pregnant persons

Explain recommendations for the use of nirsevimab in
infants

ldentify relevant resources
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COVID-19 VACCINE UPDATES
HEIDI KELLY, RN-BC, MS



COVID-19 Recommendations

* Everyone ages 5 years and older is recommended to receive 1 dose of a 2023-
2024 mRNA COVID-19 vaccine.

* Children ages 6months-4 years should completed a multi-dose initial series (2
doses of Moderna or 3 doses of Pfizer-BioNtech mRNA COVID-19 vaccine)
with at least one dose of the 2023-2024 COVID-19 vaccine.

* People who are moderately or severely immunocompromised should
complete a 3-dose initial series with at least one dose of the 2023-2024

COVID-19 vaccine and may receive 1 or more additional 2023-2024 COVID-19
vaccine doses.

* Bivalent mRNA COVID-18 vaccines are no longer recommend for use in the
United States.
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Key Changes from bivalent mRNA recommendations

Bivalent recommendations Proposed 2023 - 2024 Rationale
vaccine recommendations

Everyone ages 6 years and Everyone ages 5 years and Eliminates complex

older recommended for a older recommended for a recommendations for 5-year-
single bivalent dose single 2023 — 2024 dose olds

Two Moderna dosages All Moderna doses inages 6  Reduces the number of
authorized for 6 months — 5 months — 11 years are now 25 COVID-19 vaccine products in
years, depending on pcg use

vaccination history and
immune status

Optional 2" bivalent dose for No additional dose Will monitor epidemiology

those ages 65 years and older recommendation at this time and vaccine effectiveness to
determine if additional doses
are needed

SOURCE: https://www.cdc.gov/vaccines/acip/meetings/downloads/slides-2023-09-12/11-COVID-Wallace-508.pdf
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Simultaneous administration of COVID-19 and other vaccines

In accordance with General Best Practice Guidelines for Immunization, routine
administration of all age-appropriate doses of vaccines simultaneously is
recommended for children, adolescents, and adults if there are no contraindications
at the time of the healthcare visit.

Providers may simultaneously administer COVID-19, influenza, and respiratory
syncytial virus (RSV) vaccines to eligible patients; the Health Alert Network (HAN)
published on September 5, 2023 may be consulted for additional information about
simultaneous administration of these vaccines.

Simultaneous administration of COVID-19 vaccine and nirsevimab (a long-acting
monoclonal antibody for certain infants and young children for prevention of RSV) is
recommended.

Coadministration of COVID-19 and RSV vaccine for older adults is acceptable.

There are additional considerations if administering an orthopoxvirus vaccine and
COVID-19 vaccine.

SOURCE: https://www.cdc.gov/vaccines/acip/meetings/downloads/slides-2023-09-12/11-COVID-Wallace-508.pdf
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https://www.cdc.gov/vaccines/hcp/acip-recs/general-recs/index.html
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Recommended 2023-2024 COVID-19 mRNA vaccines for people who are NOT immunocompromised, aged 6

months-4 years

COVID-19 vaccination
status as of
September 2023

Previously received
COVID-19 vaccine(s)

Recommendations
for 2023-2024
vaccine, by
manufacturer

[ Unvaccinated ]

3 doses
— L
2023-2024 2023-2024
Moderna Pfizer-
BioNTech

oamisig

Vaccinated
2 or more 1 dose any 2 doses any 3 or more
1 dose any . doses any
Moderna doses any Pfizer- Pfizer- P
Moderna BioNTech BioNTech Fhzer-
BioNTech
-:-
H 2 doses 1dose

2023 2024

Moderna

——
025 mi/25 bg

Pﬁlﬂl‘-
BioNTech

2023-2024
Pfizer-
BioNTech

SOURCE: https://www.cdc.gov/vaccines/acip/meetings/downloads/slides-2023-09-12/11-COVID-Wallace-508.pdf
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Recommended 2023-2024 COVID-19 mRNA vaccines for people who are NOT immunocompromised, aged 5-11 years

COVID-19 vaccination

status as of [ - . ] : .
September 2023 Unvaccinate

Previously received [ :;;T::

COVID-19 vaccine(s) mRNA

Recommendations

for 2023-2024

vaccine, by -

man r ) : —9207¢
anufacture 2023-2024 2023-2024

Moderna i

BioNTech |,

.

SOURCE: https://www.cdc.gov/vaccines/acip/meetings/downloads/slides-2023-09-12/11-COVID-Wallace-508.pdf
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Recommended 2023-2024 COVID-19 mRNA vaccines for people who are NOT immunocompromised, aged 212 years

COVID-19 vaccination

status as of - :
SEPtemmr zuza [ Unva EtlnElEd ] Uaccu-lated

Previously received doses any or Janssen, including in
COVID-19 vaccine(s) mRNA combination with any
mRNA vaccine dose(s)

H

1 or more [1 or more doses Novavax

Recommendations
for 2023-2024
vaccine, by
manufacturer e " 2023-2024 |
2023-2024 Pfizer.
Modema L C BioNTech

H
SOURCE: https://www.cdc.gov/vaccines/acip/meetings/downloads/slides-2023-09-12/11-COVID-Wallace-508.pdf
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Recommendations for moderately or severely immunocompromised people 6mo and older

Doses recommended:
* |nitial COVID-19 vaccine series™
* At least 1 2023-2024 COVID-19 vaccine dose

* May receive 1 or more additional 2023-2024
MRNA COVID-19 vaccine doses™*

*Series of 3 homologous mRNA COVID-19 vaccine doses at the time of initial vaccination. This could also include a
history of receipt of 1 or more doses of Novavax or Janssen, including in combination with mRNA vaccine dose(s).
**Further additional dose(s) may be administered, informed by clinical judgement of a healthcare provider and
personal preference and circumstances. Further additionall doses should be administered at least 2 months after

the last 2023-2024 COVID-19 vaccine dose.
SOURCE: https://www.cdc.gov/vaccines/acip/meetings/downloads/slides-2023-09-12/11-COVID-Wallace-508.pdf
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Recommended 2023-2024 COVID-19 vaccines for people who ARE moderately or severely

immunocompromised, aged 6 months—4 years

COVID-19 vaccination

status as of - '
September 2023 [ Unvaccinated ] Vaccinated
3 or more
. . 3 or more ldosea 2 doses a
Previously received l1doseany || 2dosesany doses any Pfize r-lw Pfizer- " doses any
COVID-19 vaccine(s) Moderna Moderna Moderna BioNTech BioNTech Pfizer-
BioNTech
- S\ - -:-
. 3 doses 2 doses 1 dose
Recommendatiol OR
vaccine, by = C = o
manufacturer 2023-2024 2023-2024 2023-2024 2023-2024 i e L
Moderna Moderna Moderna B:'ﬂ“'" B?H“‘-"
oNTech ioNTech

——
025 mi/25 g

—
0.25ml/25 vg

SOURCE: https://www.cdc.gov/vaccines/acip/meetings/downloads/slides-2023-09-12/11-COVID-Wallace-508.pdf
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Novavax

* New Formulation with XBB .1.5 variant has been authorized for use
2 dose initial series, 3-8 weeks apart

* Booster dose available in limited situations at least 8 weeks after last
dose of primary series

Novavax Vaccine Platform: Recombinant Protein
Particle Plus Matrix-M™ Adjuvant

Recombinant protein particle -
* Native 3-dimensional conformation
= Truncated S. frugiperda glycans
= Particulate structure facilitates antigen
presentation and processing e v

Matrix-M adjuvant
= Induces robust neutralizing antibodies
= Induces polyfunctional CD4+ Th1

Novavax
2023-2024 vaccine

novavax:

SOURCE: https://www.cdc.gov/vaccines/acip/meetings/downloads/slides-2023-09-12/09-COVID-Dubovsky-508.pdf
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2023-2024 COVID-19 Vaccine Up to Date Definition

* Everyone aged 5 years and older are recommended get one 2023-2024
COVID-19 vaccine to be up to date.

* Children aged 6 months—4 years and people who are moderately or severely
immunocompromised need multiple doses, including at least one 2023-2024
COVID-19 vaccine dose to be up to date.

* People who are moderately to severely immunocompromised may get
additional doses of the 2023-2024 COVID-19 vaccine.
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COVID-19 Administrative Factors
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VIS/EUA

Can be found on FDA COVID-19 vaccine site For:
Pfizer 6mo-4y/o
Moderna 6mo-11 y/o
Spikevax

Comirnaty-found within the package insert (last 3 pages)

CDC Guidance on VIS:

“Until a VIS is available for a particular vaccine, a provider may use the
manufacturer’s package insert, written FAQs, or any other document — or
produce their own information materials — to inform patients about the
benefits and risks of that vaccine. ”
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Standing Order Templates

& Months Trvough 4 Years of Age

Updated (2023-2024 Formula)
Pfizer-BioNTech COVID-19 Vaceine :./é 122

Standing Orders for Administering Vaccine

2023-24 Formula Vaccine injection
Presentation Amoml

itramuseular

yelow label

Sl presete o) et

oS L py M) injection

Purpose

established by the Centers for Disease Contral and Preve
Advisary Committee on menunization Practices (ACIPY.

5 Yeors of Age and Older
Updated (2023-2024 Formula)
Pfizer-BioNTech COVID-19 Vaccine

Procedure Standing Orders for Administering Vaccine
of age for vace
following critediz:
) s x| | S5
sunt
COVID-19 vaccination history' (regardiess of
waccine formula) Singhe-dase vial with biue cap and biue label Hane namLopg Intramuscudar (W) injection
Unwaceinated Single-dase wial with gray cap and gray lbel Mane 0.3 mLi30 ug Intramuscular (4] injection
graybs bel | Mane n3mLa0pg Intramuscudar (M) injection
" previous dose of any Phizr BioNTech COVID-19 Vacd Purpose Policy
. - Where tate law,
dsease 2015 (CO whomeet  clgible ] g
kheulmrlambllshdhykhe&ms[wmm&mml the
Advisory C he “Procedurs’ the need
Bractices [ACE). for cin d g
30r mote dosespizer BioNTech COVIO-19 Vaccine, rvkor st of e lnterscioe.
atleast | dose of
3 or more doses Plizer BisNTech COVID-19 Vaceing, IN Az chilioen § yaars of age far the 223 N the
east 1 dose of 2023-24 COVIG-19 vaccine’ faliawing criteria:

4 COMD 19 ey o 2 e et o st f G

ovyangaons

COVID-18 vaccina
BioNTech COVID-19 Vaccine

waccine formula)

Urwaccinated Give 1 dase now.

af do af COVID-19 NOT Give 1 dase
inchudireg at least 1 dose of 2023-24 COVID-15 vaccine previous dase.
Any number af previous doses COVID-19 vaccine, Nofurther doses are indicated.

BNCLUDING at least 1 dase of 2023-24 COVID-19 waccine

Schodule for administration of 2023-2

after the

[ttt ey

onfas ams

5 Years of Age and Older

& Months Through 4 Years of

Updated (2023-2024 Formula)
Moderna COVID-19 Vaccine
Standing Orders for Adminislering Vaeeine

Updated (2023-2024 Formula) -/(é m

Moderna COVID-19 Vaccine

Standing Orders for Administering Vacecine

Intramuscudar (W) injection

Jcler stata |, standing crders erable
dothar haath cars professionals (&9,

piation or cirect onder from the anending

2023-24 Formula Vaccine Presentation

Single-dose vial with dark blue cap and green label

Single-dose vial with dark blue cap and blue labl

Purpose
To reduce morbidity and monality from

0.50 /S0 pig

label | 0.50 mL/S0ug

Dosefinjection Amaunt _

0.25 mL/25 g

Intramuscular (IM] injection
Intramuseular (I injection

Intramuscular (M) injection

disease 2019 (COMD-19) by
the criteria established by the Centers for Disease Control
and Prevention's Advisory Committes on Imemunization
Practices (ACIP)

Procedure

fallowing critsria:

People who are NOT y

Policy
‘Where state law, standing orders enable
ho meet I and other health
h ol v nmommthe

criteria in the Procedure’ section belew without the need
for clinician examination or direct order froem the attending
peovider at the time of the interaction.

Assess children 5 years of age and older for vaccination with the 2023-24 Madema COVID-19 Vaccine based on the

CovID. ccina

vaccine formula)

Unvaccinated

Any number of previous doses of COVID-19 vaccine, NOT
including at least 1 dose of 2023-24 COVID-19 vaccine

Any number of pravious doses COVID-19 vaccine,
INCLUDING at |east 1 dose of 2023-24 COVID-19 vacdine

Give 1 dose now.

Give 1 dose at least 8 weeks (2 months) after the
previous dose.

Mo further doses are indicated.

oty

o comtsrusicn o three,

& Modarna COVID-19 Vasccine based on

inistration of 2023-24 Modar

initial sevies. Administor,
st 48 woeks after Dose 1*
ftheast 4-8 wosks after Dose 1

it hoast & wosks (2 months) aher the
0

605 are indicated.

i i e
B 213 2208 i, s it e
s o s 1 b smid
i e s e o

P
e i o e

SOURCE: https://www.cdc.gov/vaccines/covid-19/info-by-product/index.html
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WAIIS

2023-2024 COVID-19 vaccines have been added to WAIIS
(WA Immunization Information System)

The forecast for the new recommendations will be added
early quarter 4

Providers may notice a forecasting error for these vaccines
*Inadverdent Dose Error*

Error message due to lack of forecasting and does not impact
data being recorded in the IIS
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Knowledge Check 1

A healthy 4 y/o child arrives to the clinic to receive routine childhood vaccines. Parent
is asking about COVID-19 vaccines. Child received a complete 2 dose Moderna initial
monovalent series-no bivalent doses. What is the best response to her request?

a. Administer one dose of 2023-2024 Moderna COVID-19 vaccine for children 6mos-
11 y/o to be given with the other childhood vaccines received that day.

b. Ask parent to return in 4 weeks for the COVID-19 vaccine, since the child is
receiving routine vaccines today.

c. Give a dose of 2023-2024 Moderna COVID-19 vaccine for children 6mos-11 y/o
now and then schedule for a second dose in 4 weeks.
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Knowledge Check Answer 1

Answer: A. Administer one dose of 2023-2024 Moderna COVID-19 vaccine for
children 6mos-11 y/o to be given with the other childhood vaccines received that

day.

Recommended 2023-2024 COVID-19 mRNA vaccines for people who are NOT

immunocompromised, aged 6 months-4 years
COVID-19 vaccination
status as of N X
September 2023 [ Unvaccinated ] Vaccinated
3 or more
2 or more 1 dose an 2 doses an
Previously received 1dose any doses arrp,r Pfizer- ! Pfizer- ' doses any
COVID-19 vaccine(s) Modema Moderna \ BioNTech BioNTech Pfizer-
‘ BioNTech
v / l \ /
I~ -
X 3 doses 2 doses 1dose
Recommendations OR
for 2023-2024
vaccine, by — . - -z
manufacturer e 2023-2024 20232024 2023-2024 2023-2024
Moderna _Pﬁ"“' Moderna pﬁ e pﬁ e
L 4 BioNTech L y BioNTech BioNTech
—
\ommse osmim LV osmisng

SOURCE: https://www.cdc.gov/vaccines/acip/meetings/downloads/slides-2023-09-12/11-COVID-Wallace-508.pdf
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Knowledge Check 2

An immunocompromised 25 y/o client some into the clinic requesting a Moderna
COVID-19 vaccine. They have never received a COVID-19 vaccine, what is the best
course of care for this client?

a. Provide one dose of 2023-2024 mRNA COVID-19 vaccine now and schedule a
follow-up appointment for their second dose to complete their primary series in 4
weeks.

b. Provide one dose of 2023-2024 mRNA COVID-19 vaccine to complete their primary
series.

c. Provide one dose of 2023-2024 mRNA COVID-19 vaccine now and schedule 2
follow-ups for 2 more doses in 4 week intervals, to complete their primary series.

d. Provide Pfizer 2023-2023 mRNA COVID-19 vaccine for their second and third dose
for better coverage.
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Knowledge Check 2

* Answer: C. Provide one dose of 2023-2024 mRNA COVID-19 vaccine now and schedule 2
follow-ups for 2 more doses in 4 week intervals, to complete their primary series.

COVID-19 vaccine
dose(s) received
before availability
of updated (2023~
2024 Formula)
COVID-19 vaccines

Unvaccinated

— ,

1 dose
any
Moderna

2 doses
any
Moderna

1 dose
any Pfizer-
BiocMTech

2 doses
any Pfizer-
BioMTech

3 or more
doses any
mRANA
VAccine

updated

=
(1]
(]
=l
=]
(=]
=
L
A
=
=
(11|
=
~
—

Formula) Moderna

vaccine, by
manufacturer

' 2023-2024
PV B 2023-2024 | 1023-2024 .
t Movavax Plizer-

Z023-2024

Moderna

2023-2024

Moderna

2023-2024

Pfizer-

BioMTech

03mL/30ug| | 0.3 mL 30 ug

2023-2024
Pfizer-

BioNTech

y

or more doses
Movavax or Janssen,
imcluding in
combination with amy
Original monovalent
or bivalent COVID-19
vaccine doses

2023-2024 | 2023-2024 | 2023-2024

Pfizer-
BioMTech

SOURCE: Recommend updated (2023-2024 Formula) COVID-19 vaccines for people who are moderately or severely immunocompromised (cdc.gov)
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VAERS is the nation’s early warning system for vaccine safety

e 7 ”~
11}// & L ¥
/ / 7 o ad Vacsine Adw Fuent Repoerting Sysiem
P
!
About VAENS Mgt | o Advers £ et
v had s reaithon Btk 1y 8w ok

1 COPtICE your SeRTONs Irovion
v r £ rew wamg e VAR ariww Few or e

W Boace A0F -
: ISONIANT. F rOu 37 BOETETING § PRCCH STROPECr ek
PO EIETIe Yow o ke provider rced ¥ L L

| OO ow T fr a grevadie bl wevios’ Pemwerd
Adnm v Bagwet T pwivend wd wdas wedas in wesdl)ime

| atvire cowast @ cratind el v o e previder

Vaccine Adverse Event
Reporting System

http://vaers.hhs.gov

Source: T Shimabukuro, Advisory Committee on Immunization Practices presentation; 04/20/2022 meeting. Available at ACIP April 20, 2022 Presentation Slides | Immunization Practices | CDC
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Immunization against RSV

Immunization for older adults, & in pregnancy,
monoclonal antibody for infants



Respiratory Syncytial Virus (RSV) infection

* RSV causes acute respiratory tract
infections in people of all ages

* Immunity to RSV is incomplete,
reinfection is common




RSV in infants

* Almost all infants are infected by the end of their second winter
* 1 to 3% of all infants will require admission to hospital

* 50,000 — 80,000 hospitalizations/year in the U.S.

e 100 — 300 deaths/year

Infants at increased risk of severe RSV-LRTI include those with:

* Prematurity, chronic lung disease of prematurity,
severe immune compromise; certain congenital heart, lung
& neurologic disorders

Jones MMWR Aug 2023



RSV in adults

* 60,000 — 160,000 hospitalizations/year
* 6,000 — 10,000 deaths/year in those aged =65 yrs

Adults at increased risk include those with:

e Chronic lung, heart or neurologic disease, diabetes,
chronic kidney disease, frailty, residence in a congregate setting

 Compromised immunity, including transplant recipients,
patients taking immunosuppressive medications

* Persons of advanced age (aged =75 yrs)

Melgar MMWR July 2023
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Two products to protect older adults in 2023

* ‘RSVPreF3’ recombinant protein (GSK) (aka Arexvy®)
+ adjuvanted (ASO1;) - monophosphoryl! lipid A (MPL) and saponin QS-21

* ‘RSVPreF’ recombinant protein (Pfizer) (aka Abrysvo®)



Adult Vaccination in Clinical Trials

* Efficacy - against LRTI & ARI over 6+ months of follow-up

- efficacy against RSV A & B subtypes -

* Immunogenic

e Adverse-effects — ‘acceptable’ (GSk/adjuvant > Pfizer > placebo)
 Safety

- No safety signals Papi NEJM 2023

Walsh NEJM 2023



A RSV-Related Lower Respiratory Tract Disease
GSK adjuvanted N
0.9+
0.8+
£ o
LRTI g : : v)
| o v fficacy at 6mo =
3 aCcine efricacy a o= ()]
£ 054
L
fi 0.4
_E . Placebo
= 034
¥
0.2+
0.1+ RSWPreF3 OA
0.0+ T T T T T T T T T T 1
[v] 1 2 3 4 5 6 7 S ] 10 11
Months since 15 Days after Injection
Ma. at Risk
Placebo 17,494 12403 12250 11887 11640 11,022 2291 5464 2709 559 2 1]
R5WPreF3 OA 12,466 12,392 12286 11892 11655 11,046 2320 5495 Py 571 2 1]
Cumulative Mo.
of Cases
Placebo o 9 21 28 33 EL 38 40 40 40 40 40
RSVPreFl OA o 1 3 4 5 & & 7 7 7 7 7
B RSV-Related Acute Respiratory Infection
1.0+
0.5+
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0.8
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Papi NEJM 2023
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R5WPreF3 OA 12,466 12,390 12,282 11881 11,641 11,02% 2305 5481 7y 570 2 1]
Cumulative Mo.
of Cases
Placebo o 12 43 62 76 26 90 95 a5 95 95 95
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GSK adjuvanted

Any solicited

. adverse reaction Pain Fatigue
l a—

1 91

80— (632/879)
70
60—
50—
40—
30—
20
10

60.9
(535/879)

33.6
(295/879)

27.9
(245/878)

16.1
(141/878)

9.3
(81/874)

Percentage of Participants

RSVPreF3 Placebo RSVPreF3 Placebo RSVPreF3 Placebo

Most solicited reactions were mild or moderate and resolved within the 4-day solicitation period

(mean duration, 1 to 2 days)
Papi NEJM 2023



Recommendations: RSV Vaccination in Adults

Use shared clinical decision-making

Administer 1 dose to adults >60yrs, before the onset of the RSV season

Coadministration with other vaccines at the same visit is acceptable



Knowledge Check

Vaccination of older adults against RSV

A) is not really necessary; RSV is for babies

B) will help to protect their grandchildren from getting bronchiolitis
C) will diminish response to vaccines for influenza and COVID-19

D) may offer useful protection for those with medical co-morbidities



Knowledge Check

Vaccination of older adults against RSV

A) is not really necessary; RSV is for babies

B) will help to protect their grandchildren from getting bronchiolitis
C) will diminish response to vaccines for influenza and COVID-19

D) may offer useful protection for those with medical co-morbidities



Challenges with Pediatric Vaccines for RSV

* Trials of early inactivated vaccines showed enhanced disease

* Current approaches provide infants with RSV-specific 1gG



Experience with Passive Immunization

* Immune globulin (tetanus TIG, rabies RIG, varicella VZIG)
* Moms to their babies, across the placenta
 Actively-immunized moms to babies (tetanus, measles, influenza, GBS)

* Monoclonal antibodies (COVID-19, Ebola, RSV)



Two products are available to protect infants in 2023

* Maternal immunisation — ‘RSVPreF’ recombinant protein (Pfizer)

(aka Abrysvo®)

* Monoclonal antibody — nirsevimab (Astra-Zeneca w/ Sanofi)

(aka Beyfortus®)



RSV Fusion Glycoprotein Conformations

d ) RSVPreF (Pfizer) PDB’ID: DL, 3RRR

A recombinant RSV Fusion protein
stabilized in the prefusion conformation

Administered to the pregnant person

Prefusion

Postfusion
GIC MODELS

b) Nirsevimab (Sanofi/Astra-Zeneca)

A recombinant human IgG monoclonal
RSV antibody, binding to the prefusion
conformation of the Fusion protein

Administered directly to the infant




One product is available to vaccinate moms in 2023

e ‘RSVPreF’ recombinant F protein, non-adjuvanted (Abrysvo®, Pfizer)



a) RSV Vaccination in Pregnant Persons

e Efficacy: in preventing infant disease to age 6 months

- over the full RSV season
 Safety

- mild reactogenicity

Kampmann NEJM 2023



Severe LRTI

LRTI

A Medically Attended Severe RSV-Associated Lower Respiratory Tract lliness

100.0- RSVpreF
Vaccine Placebo Vaccine Efficacy
Time Interval (N=3495) (N=3480) (99.5% or 97.58% CI)
3.0 no. of cases (36) %
— 90 Days afterbirth  6(02) 33 (0.9) 81.8 (40.6-96.3)
§- 25 120 Daysafterbith 12 {03) 46 (1.3) 73.9 [45.6-85.8)
] 150 Days after bith 16 (0.5) 55 {L6) 70.9 (44.5-85.9) Placebo
§ 204 180 Days afterbith  19{0.5) 62 (L8) 60.4 (44.3-84.1)
=
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Days after Birth
No. at Risk
Placebo 3430 3292 2973 2899 2833 2776 2749
R5VpreF vaccine 3495 3349 3042 2981 2916 2867 2820

B Medically Attended RSV-Associated Lower Respiratory Tract lllness

100 RSVpreF
Vaccine Placebo Vaccine Efficacy
Time Interval (N=3495) (N=3480) (99.5% or 97.58% CI)
54 no. of cases (%) %
—_ 90 Days after birth 24 (0.7) 56 (1.6) 57.1 (14.7-79.8)
%- 4] 120Daysafterbith 35 (10) 81 (2.3) 56.8 (31.2-73.5) Placeba
g 150 Days after birth 47 (1.3) 99 (2.8) 52.5 (28.7-68.9)
= 180 Days after birth 57 (1.6) 117 (3.4) 51.3 (29.4-66.8)
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E 2 R5VpreF vaccine
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o >
14
04 T T 1
] 30 60 90 120 150 180
Days after Birth
No. at Risk
Placebo 3480 3288 2964 2879 2804 2738 2700

R5VpreF vaccine 3495 3348 3035 2968 2898 2845 2792

Vaccine efficacy at 150d = 71%

Vaccine efficacy at 150d = 52%

Kampmann NEJM 2023



Recommendations: RSV Vaccination in Pregnancy

Administer 1 dose of RSV vaccine during weeks 32 through 36 of pregnancy
during the months from September through January



Knowledge Check

Vaccination of pregnant persons against RSV

A) is an experimental approach

B) is intended to protect the recipient against RSV-LRTI in pregnancy
C) will help protect the newborn against RSV-LRTI over the first winter

D) should be offered year-round at 24 — 36 weeks of pregnancy



Knowledge Check

Vaccination of pregnant persons against RSV

A) is an experimental approach

B) is intended to protect the recipient against RSV-LRTI in pregnancy
C) will help protect the newborn against RSV-LRTI over the first winter

D) should be offered year-round at 24 — 36 weeks of pregnancy



b) Nirsevimab for infants

A recombinant human IgG,, monoclonal
antibody

binding to the highly-conserved site
@ epitope present on the prefusion
conformation of the RSV Fusion protein

+with a modification to the Fc portion of
the antibody to extend the half-life

RSV Fusion Glycoprotein Conformations
PDB ID: 5TDL, 3RRR

Prefusion

GIC MODELS




Nirsevimab in Clinical Trials

* Efficacy - over the entire RSV season

* No resistance to nirsevimab

e Safety - no concerns for hypersensitivity

* No problems from anti-nirsevimab antibodies

Griffin NEJM 2020
Hammitt NEJM 2022
Domachowske NEJM 2022
Muller NEJM 2023



LRTI

Hospitalized

for LRTI

Proportion of infants without
medically attended RSV LRTI

Number at risk
(number censored)
Placebo

Nirsevimab

Proportion of infants not admitted
to hospital for medically attended
RSV LRTI

Number at risk
(number censored)
Placebo
Nirsevimab

el —— Placebo
090 — Nirsevimab
f{/ HR 0-183 (95% Cl 0-108-0-310), p<0-0001
0 ) 1 1 I 1 1
0 30 60 90 120 150
786 (0) 772 (6) 756 (7) 737 (8) 729(9) 724 (735)
1564 (0) 1553 (8) 1546 (11) 1538 (17) 1527 (21) 1519 (1545)
B

HR 0-210 (95% Cl 0-096-0-458), p<0-0001

786 (0)
1564 (0)

30

778 (6)
1554 (8)

I

T

60 90
Time (days)
769(7) 761(8)
1547 (11) 1540(17)

T 1
120 150

757 (10) 753 (765)
1535(21) 1529 (1555)

Vaccine efficacy at 150d = 79%

Vaccine efficacy at 150d = 80%

Figure: Simoes Lancet 2022
Efficacy estimates: Jones MMWR 2023




Efficacy of nirsevimab in 2 large clinical trials

* 80% reduction in RSV-related medical visits, hospitalization

AND significant reductions in:

* Hospital admissions for any-cause respiratory illness

* Any-cause medically attended LRTI / LRTI outpatient visits

* Antibiotic prescriptions

Griffin et al. NEJM 2020
Hammitt et al. NEJM 2022
Muller et al. NEJM 2023



Recommendations: Who should get nirsevimab?

All infants under the age of 8 months entering their first RSV season

(i.e. October through March)



Recommendations: Who should get nirsevimab?

All infants under the age of 8 months entering their first RSV season

& Children aged 8-19 months at increased risk for severe RSV disease
who are entering their second RSV season

(Washington RSV season: October through March)



Who should NOT get nirsevimab?

An infant whose mother received the RSV vaccine > 14d prior to delivery



Who should get a further dose of RSV mAb in season #2 ?

Children between the ages of 8 & 19 months with

* Chronic Lung Disease of prematurity

* Severe immune compromise
e Severe Cystic Fibrosis

e American Indian or Alaskan Natives



Knowledge Check

RSV immunization of infants under the age of 8 months
A) mounts an effective cell-mediated response to RSV infection
B) protects the younger infant through their period of greatest risk
C) will diminish immune-responses to later encounter with RSV

D) should be given in addition to palivizumab (Synagis®) for those at risk
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Immunization against RSV

*New™ options for protecting individuals at risk of severe RSV-LRTI

* 3 new products ... more on the way
3 population groups targeted for immunization
* Active & passive approaches to protection against RSV-LRTI

* Potential to assist healthcare systems over the Respiratory Season



Immunization against RSV: Resources

Washington State Department of Health (DOH)
https://doh.wa.gov/you-and-your-family/immunization/diseases-and-vaccines/respiratory-syncytial-virus-rsv

Washington Chapter of the American Academy of Pediatrics (WCAAP)
https://wcaap.org/webinars/nirsevimab-webinar/

National American Academy of Pediatrics (AAP)
https://www.aap.org/en/patient-care/respiratory-syncytial-virus-rsv-prevention/

Centers for Disease Control and Prevention (CDC) https://www.cdc.gov/rsv/index.html

Morbidity and Mortality Weekly Report (MMWR)

Nirsevimab: https://www.cdc.gov/mmwr/volumes/72/wr/mm7234a4.htm
Older Adults: https://www.cdc.gov/mmwr/volumes/72/wr/mm7229a4.htm
Pregnancy: https://www.cdc.gov/mmwr/volumes/72/wr/mm7241el.htm



https://doh.wa.gov/you-and-your-family/immunization/diseases-and-vaccines/respiratory-syncytial-virus-rsv
https://wcaap.org/webinars/nirsevimab-webinar/
https://www.aap.org/en/patient-care/respiratory-syncytial-virus-rsv-prevention/
https://www.cdc.gov/rsv/index.html
https://www.cdc.gov/mmwr/volumes/72/wr/mm7234a4.htm
https://www.cdc.gov/mmwr/volumes/72/wr/mm7229a4.htm
https://www.cdc.gov/mmwr/volumes/72/wr/mm7241e1.htm
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Figure 1. Gestational Age and Birth Weight of Infants Born to Mothers Who Received RSVpreF or Placebo.

In the box-and-whisker plots, the horizontal line indicates the median, the top and bottom of the box indicate the
interquartile range, and the whiskers indicate 1.5 times the interquartile range. The outliers are represented as dots.
The median gestational age (Panel A) was 39 weeks (interquartile range, 38 to 44) in each group, as a continuous
variable. The median birth weight (Panel B) was 3.3 kg (interquartile range, 3.0 to 3.6) in each group, as a continu-

ous variable. RSVpreF denotes respiratory syncytial virus prefusion F protein—based vacciIE|

Kampmann NEJM 2023



Obtaining Continuing Education

Continuing education is available for nurses and medical assistants
There is no cost for CEs
Expiration date is 01/24/24

Successful completion of this continuing education activity includes the following:

Attending the entire live webinar or watching the webinar recording, and
completing the evaluation

On the evaluation, please specify which type of continuing education you wish
to obtain

Please note: CE certificates are NOT generated after evaluation completion—CE
certificates will be sent by DOH via email within a few weeks after evaluation
completion

If you have any questions about CEs, contact Trang Kuss at trang.kuss@doh.wa.gov

Washington State Department of Health | 64
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Questions?



Washington State Department of
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To request this document in another format, call 1-800-525-0127. Deaf or hard of
hearing customers, please call 711 (Washington Relay) or email civil.rights@doh.wa.gov.
DOH 348-1003
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