EPIC Immunization
% 2023 Update

__-.r '. - "I“ . ! x.qL
n ®
ther ..
ommunities
ducafing

SARS-CoV-2
(COVID-19) — Brief Version

Updated May 4, 2023

Reviewed May 4,
05/4/2023 2023 1



Disclaimer

05/4/2023

A compendium of slides related to COVID-19 disease manifestations, current epidemiology,

COVID-19 vaccines and recommendations for their use, and practical considerations for use of
the vaccines in clinical practice.

EPIC trainers should feel free to use any or all of the slides as needed based on their audience
and time allotment.

For the most up to date clinical guidance, please refer to CDC’s Interim Clinical Considerations at
https://www.cdc.gov/vaccines/covid-19/clinical-considerations/covid-19-vaccines-us.html.



https://www.cdc.gov/vaccines/covid-19/clinical-considerations/covid-19-vaccines-us.html

Overview COVID-19 disease



SARS-CoV-2
VIrus
(COVID-19
disease)”

*Georgia data**Georgia data (2)

***National data
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https://www.fda.gov/media/144413/download
https://usafacts.org/visualizations/coronavirus-covid-19-spread-map/state/Georgia
https://covid.cdc.gov/covid-data-tracker/#cases_casesper100klast7days

COVID-19 disease

Symptoms can be mild to severe and can develop 2-14 days after exposure

Source: CDC

05/4/2


https://www.cdc.gov/coronavirus/2019-ncov/symptoms-testing/symptoms.html

COVID-19 VARIANTS

Viruses constantly change through mutation, and
new variants are expected to occur over time.

Multiple COVID-19 variants are circulating globally. The Omicron variant
is the most prevalent variant currently circulating in the U.S. (6/22)

CDC is studying these variants quickly to understand whether the

variants

» Spread more easily from person to person
» Cause milder or more severe disease in people

» Are detected by currently available viral tests
» Respond to medicines currently being used to treat people for COVID-19
» Change the effectiveness of COVID-19 vaccines.

05/4/2023 SOURCE: CDC 6



https://www.cdc.gov/coronavirus/2019-ncov/transmission/variant.html

SARS CoV-2
Virus
(COVID-19

disease) in
children and
adolescents

National data
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https://covid.cdc.gov/covid-data-tracker/#cases_casesper100klast7days
https://services.aap.org/en/pages/2019-novel-coronavirus-covid-19-infections/children-and-covid-19-state-level-data-report/
https://www.fda.gov/media/144413/download
https://usafacts.org/visualizations/coronavirus-covid-19-spread-map/state/Georgia
https://usafacts.org/visualizations/coronavirus-covid-19-spread-map/state/Georgia

Cases/Hospitalizations among Children

Weekly Population-Based Rates of COVID-19-Associated Hospitalizations among
Children and Adolescents Ages <17 Years — COVID-NET, March 2020-February 2023

March 2020—-February 2023 (entire pandemic period)
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Hospitalizations among Children (2)

Underlying Medical Conditions among Children and Adolescents
Ages <17 Years — COVID-NET, June-November 2022

49% of hospitalized children and
adolescents have no underlying

I I medical conditions.

Data are limited to hospitalizations where COVID-19 is a likely primary reason for admission.
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From: Assessment of COVID-19 as the Underlying Cause of Death Among Children and Young People Aged 0 to
19 Years in the US

JAMA Netw Open. 2023;6(1):€2253590. doi:10.1001/jamanetworkopen.2022.53590

Table 1. Deaths Among Individuals Aged O to 19 Years

Crude rate per  Deaths, % Of all
Leading causes of death (ICD-10 codes)? 100000 No. causes

3 Leadi f death from th kabl
#Certain conditions originating in the perinatal period 12.7 10 387 25.7 ea m‘c’f causes ot ceath fromne rlan- able catiseson
(P00-P96) the National Center for Health Statistics 113 Selected

#Accidents (unintentional injuries) (V01-X59, Y85-Y86) 9.1 7444 18.4 Causes of Death List, for children and young people
aged 0 to 19 years in 2019 in the US ranked,

#Congenital malformations, deformations, and 6.5 5286 13.1

chromosomal abnormalities (Q00-Q99) compared with COVID-19 deaths (August 1, 2021-July
#Assault (homicide) (*UO1-*U02, X85-Y09, Y87.1) 3.4 2770 6.9 31,2022). COVID-19 was the eighth leading cause of

death, and the fifth leadi f deathin di -
#Intentional self-harm (suicide) (*U03, X60-X84, Y87.0) 3.4 2756 6.8 eath and Fhe Tt feading catse ot deamn in clsease
related causes of deaths (excluding unintentional

#Malignant neoplasms (C00-C97) 2.1 1704 4.2 injuries, assault, and suicide). The National Center for
#Diseases of heart (100-109, 111, 113, 120-151) 1.1 867 2.1 Health Statistics 113 Selected Causes of Death can be
#COVID-19 (U07.1) 1.0 821 2.0 grouped into rankable causes of death, indicated by

#Influenza and pneumonia (J09-J18) 0.6 472 12 the # symbol. The * symbol indicates that UO1-UQ3
are not ICD-10 codes but were introduced by NCHS in

#Cereb lar di 160-169 0.4 297 0.7
erebrovascular diseases ( ) 2001 to classify deaths due to acts of terrorism.

Deaths Among Individuals Aged 0 to 19 Years? Leading causes of death from the rankable causes on the National Center for Health
e R Statistics 113 Selected Causes of Death List, for children and young people aged 0 to 19 years in 2019 in the US ranked, compared
ith COVID-19 deaths (August 1, 2021-July 31, 2022). COVID-19 was the eighth leading cause of death, and the fifth leading cause
of death in disease-related causes of deaths (excluding unintentional injuries, assault, and suicide). The National Center for Health
Statistics 113 Selected Causes of Death can be grouped into rankable causes of death, indicated by the # symbol. The * symbol
indicates that U01-U03 are not ICD-10 codes but were introduced by NCHS in 2001 to classify deaths due to acts of terrorism.
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Similar to adults there is a wide range in prevalence of
post-COVID conditions among children

= Symptoms lasting 4 weeks or longer following SARS-CoV-2 infection are
common among children and adolescents.

= The most common symptoms include:
Headache or respiratory symptoms (~7%)
Sleep disorders (~8%)
Fatigue (9%)
Mood disorders (~¥16%)

Zimmermann et al. The Challenge of Studying Long COVID: An Updated Review : The Pediatric Infectious Disease
Journal (lww.com)

Lopez-Leon et al. Long-COVID in Children and Adolescents: A Systematic Review and Meta-analyses | medRxiv

05/4/2023




MIS-C In
children and
adolescents

CDC: MIS-C
05/4/2023



https://www.cdc.gov/mis-c/cases/index.html

COVID-19 vaccines



MRNA vaccines

Pfizer-BioNTech and Moderna are the two mRNA COVID-19 vaccines authorized for use
in the U.S. under an EUA. Pfizer-BioNTech is approved for persons 12 years and older

The vaccines work by:

» Teaching our cells how to make the spike protein of the SARS- CoV2 virus. This triggers
an immune response inside our bodies through the formation of antibodies to prevent
infection and to develop ‘memory cells’ to help protect us against infection with the
actual SARS-CoV2 virus in the future.

Myths and facts about mRNA vaccines:

MRNA vaccines cannot give someone COVID-19.

MRNA vaccines do not use the live virus that causes COVID-19.

They do not affect or interact with our DNA in any way.

MRNA never enters the nucleus of the cell, which is where our DNA (genetic material) is
kept.

The cell breaks down and gets rid of the mRNA soon after it is finished using the
instructions.

05/4/2023 SOURCE: CDC



https://www.cdc.gov/coronavirus/2019-ncov/vaccines/different-vaccines/mrna.html

Ages 6 months-4 years

COVID-19
vaccination
schedule for
most people

Number of bivalent
doses indicated

Vaccine vial cap

COVID-19 vaccination history Bivalent vaccine Dosage (mL/ug) and label colors  Interval between doses*

Unvaccinated Moderna

Age 5 years

_or__ 88 oY

Interval between
doses*

Number of bivalent
doses indicated

Vaccine vial cap
and label colors

Pfizer BioNTech'

COVID-19 vaccination history Bivalent vaccine Dosage (mL/ug)

Dose 1 and Dose 2:
4-8 weeks

Moderna Dark blue cap;

gray label border

Unvaccinated 0.25 mL/25 ug

—or__

1 dose monovalent Moderna Maoderna

Pfizer BioNTech

0.2mL/10 ug Orange

2 doses monovalent Moderna Moderna

4-8 weeks after
monovalent dose

1 dose monovalent Moderna Moderna 0.25 mL/25 ug Dark blue cap;

or gray label border

0.2mL/10 ug Orange At least 8 weeks after

Ages 6-11 years

COVID-19 vaccination history

Unvaccinated

2 doses monovalent Moderna and 1

Number of b

Bivalent vaccine doses indic

Moderna

or___

Pfizer BioNTech

1 or more doses monovalent mRNA (no
doses bivalent mRNA)

Moderna

_or__

Pfizer BioNTech

2 or more doses monovalent mRNA and
1 dose bivalent mRNA

NA; previously received 1
bivalent vaccine dose

Ever received 1 dose bivalent mRNA
(regardless of monovalent vaccine
history)

NA; previously received 1
bivalent vaccine dose

NA; previously received 1

Ages 12 years and older

COVID-19 vaccination history

Unvaccinated

Pfizer BioNTech

monovalent dose

Moderna

_or__

Number of bivalent

Bivalent vaccine doses indicated
Moderna

_or__

Dosage (mL/ug)

0.5 mL/50 ug

0.2mL/10 ug

Vaccine vial cap
and label colors

Dark blue cap;
gray label border

Dark pink cap;
yellow label

At least 8 weeks after

last monovalent dose

Interval between doses*

Pfizer BioNTech

0.3 mL/30 ug

Gray

1 or more doses maonovalent mRNA (no
doses bivalent mRNA)

Moderna

or__

0.5 mL/50 ug

Dark blue cap;
gray label border

At least 8 weeks after
last monovalent dose

Pfizer BioNTech

0.3 mL/30 ug

Gray

At least 8 weeks after
last monovalent dose

Ever received 1 dose bivalent mRNA
(regardless of monovalent vaccine
history)

NA; previously received 1
bivalent vaccine dose

NA

ug (gray cap and label with a gray border).

People ages 65 years and older have the option to receive 1 additional bivalent mRNA vaccine dose at least 4 months after the first dose of a bivalent
mRNA vaccine. If Moderna is used, administer 0.5 mL/50 ug (dark blue cap and label with a gray border); if Pfizer-BioNTech is used, administer 0.3 mL/30




Table 2. Recommended COVID-19 vaccination schedule for people who are moderately or severely immunocompromised  Ages 6-11 years
COVID-19 vaccination history, May 2023

Bivalent Number of bivalent Vaccine vial cap and
mRNA COVID-19 vaccines COVID-19 vaccination history vaccine doses indicated* Dosage (mL/ug) label colors Interval between doses
Unvaccinated Moderna® 3 0.25 mL/25 u Blue cap; gray label Dose 1 and Dose 2:
Ages 6 months-4 years g : gray
or border 4 weeks
) X . - Dose 2 and Dose 3:
Bivalent Number of bivalent Vaccine vial cap and Pfizer- At least 4 weeks
COVID-19 vaccination histol vaccine doses indicated* Dosage (mL/ug) label colors Interval between doseg . "
[ BioNTech 3 0.2 mL/10 ug Orange Dose 1 and Dose 2:
unv  Ages 5 years 3 weeks
Dose 2 and dose 3:
Bivalent Number of bivalent Vaccine vial cap and At least 4 weeks
COVID-19 vaccination history vaccine doses indicated* Dosage (mL/ug) label colors Interval betwee
1 dose monovalent Moderna Moderna® 2 0.25 mL/25 ug | Blue cap; gray label Dose 1: 4 weeks after
Unvaccinated Moderna® 3 0.25 mL/25 ug | Blue cap; gray label Dose 1 and Do border monovalent dose
border 4 weeks Dose 1 and Dose 2:
or.
- Dose 2 and Dose 3 At least 4 weeks
— Pfizer Aweeks |3 doses n
1 d BioNTech 3 0.2 mL/10 ug Orange Dose 1 and Do Ages 12 years and older
3 weeks 3dosesn
Dose 2 and dose 3 Bivalent Number of bivalent Vaccine vial cap and
4 weeks COVID-19 vaccination history vaccine doses indicated* Dosage (mL/ug) label colors Interval between doses
2d |4 4ose monovalent Moderna Moderna® 2 0.25mL/25 ug | Blue cap; gray label Dose 1: 4 weeks Unvaccinated Moderna® 3 0.5mL/50 ug | Blue cap; gray label Dose 1 and Dose 2:
border monovalent d or border 4 weeks
3 d Dose 1 and Do o Dose 2 and Dose 3:
At least 4 we: Pfizer At least 4 weeks
3dosesn BicNTecht
34 | 2doses monovalent Moderna Moderna® 1 0.25 mL/25 ug | Blue cap; gray label | Atleast 4weeksa |dose biva fontec 3 0.3mL/30 ug Gray Dose 1 and Dose 2:
biv: border monovalentd [ 3 weeks
osem Dose 2 and dose 3:
1d¢ |3 doses monovalent Moderna Moderna 1 0.25 mL/25 ug | Blue cap; gray label | Atleast 8 weeks a At least 4 weeks
or border monovalent d
— 1 dose monovalent Moderna Moderna'® 2 0.5mL/50 ug | Blue cap; gray label Dose 1: 4 weeks after
. e —— border monovalent dose
Pfizer 1 0.2mL/10 ug Orange At least 8 weeks after last
, Dose 1 and Dose 2:
BioNTech monovalent dose
At least 4 weeks
3 doses monovalent Moderna and 1 dose _ see footnote _ _ _ 2 doses monovalent Moderna Modernat 1 0.5mL/50 ug | Blue cap; gray label At least 4 weeks after last
bivalent mRNA border monovalent dose
1 dose monovalent Pfizer-BioNTech Pfizer- P 0.2 mL/10 ug Orange Dose 1: 3 weeks after 3 doses monovalent Moderna Moderna 1 0.5mL/50 ug | Blue cap; gray label At least 8 weeks after last
BioNTech monovalent dose _or border monovalent dose
Dose 1 and Dose 2:
At least 4 weeks Pfizer- 1 0.3 mL/30 ug Gray At least 8 weeks after last
BioNTech monovalent dose
COVID-19 Vaccine schedule for people moderately or 3 doses monovalent oderna and - seefoonote - - -
dose bivalent mRNA

severely immunocompromised

https://www.cdc.gov/vaccines/covid-19/clinical-considerations/interim-

considetatr823 . html#immunocompromised




Additional
vaccine
dose
VEersus a
booster
dose

SOURCE: CDC

05/4/2023

Additional dose: A dose of vaccine administered after
the primary series to people who may be less likely to
mount a protective immune response after initial
vaccination. People who are moderately or severely

immunocompromised and who received Janssen
COVID-19 Vaccine for their primary series are
recommended to receive an additional dose using an
MRNA vaccine.

Booster dose: A subsequent dose of vaccine
administered to enhance or restore protection which
might have waned over time after primary series

vaccination.

17


https://www.cdc.gov/vaccines/covid-19/info-by-product/clinical-considerations.html
https://www.cdc.gov/vaccines/covid-19/info-by-product/clinical-considerations.html

Monovalent
VaCC| ne and based on the original (ancestral) strain of SARS-

. CoV-2.
Bivalent .

i Bivalent booster vaccine (“updated
vaccine vaccine”): The vaccine product is based on the

original (ancestral) strain of SARS-CoV-2 and

Monovalent vaccine: The vaccine product is

the Omicron BA.4 and BA.5 (BA.4/BA.5S)
variants of SARS-CoV-2.

SOURCE: CDC -

05/4/2023



https://www.cdc.gov/vaccines/covid-19/info-by-product/clinical-considerations.html
https://www.cdc.gov/vaccines/covid-19/info-by-product/clinical-considerations.html

Updated Guidance on use of the COVID-19 Bivalent
Vaccine

FDA and CDC April 2023
Simplifying the COVID-19 Vaccine Schedule



* The new guidance will allow:

What are the - older adults and

main updates’? - immunocompromised adults (adults with a weakened
' immune system)

* to get a second dose of the updated bivalent vaccine.

 The FDA and CDC made this recommendation because
older adults and people with weakened immune systems
are at higher risk for severe COVID-19, and data show
that the effectiveness of COVID-19 vaccines wanes over
time. An additional dose of the updated vaccine offers
these two groups of individuals extra protection from
getting seriously ill with COVID-19

SOURCE: CDC
05/4/2023

20


https://www.cdc.gov/vaccines/covid-19/info-by-product/clinical-considerations.html

What are the

main updates ¢ Also moving forward, the monovalent

(2)? Moderna and Pfizer-BioNTech COVID-19
vaccines (the first COVID-19 vaccines that
protect against the original COVID-19 virus
strain only) are no longer authorized for use
in the United States.

SOURCE: CDC
05/4/2023

21


https://www.cdc.gov/vaccines/covid-19/info-by-product/clinical-considerations.html

Vaccination of Children and
Adolescents

« CDC recommends that people ages 6 months and older
receive at least 1 bivalent mRNA COVID-19 vaccine.

At the time of initial vaccination, depending on vaccine
product, children ages 6 months-4 years are
recommended to receive 2 or 3 bivalent mRNA vaccine
doses; children age 5 years are recommended to receive 1
or 2 bivalent mRNA vaccine doses

* Please utilize the schedule based on age and receipt of
prior doses.

4/26/2023 22



COVID-19 vaccination

schedule changes for

people moderately or At the time of initial vaccination, people ages 6
severely months and older are recommended to receive 3

. . bivalent mMRNA doses
Immunocompromised

‘People ages 6 months and older who previously
received only monovalent doses are recommended
to receive 1 or 2 bivalent mRNA vaccine doses,
depending on age and vaccine product

*People who previously received a bivalent mRNA

vaccine dose(s) have the option to receive 1 or
more additional bivalent mRNA doses

https://www.cdc.gov/vaccines/covid-19/clinical-considerations/interim-considerations-us.html#table-01



https://www.cdc.gov/vaccines/covid-19/clinical-considerations/interim-considerations-us.html#table-01

Use of an additional
dose of mMRNA
COVID-19 vaccine for
Immunocompromised
people (2)

05/4/2023

Description of moderate and severe
immunocompromising conditions and
treatment

Active treatment for solid tumor and hematologic
malignancies

Receipt of solid-organ transplant and taking
Immunosuppressive therapy

Recei{ot of chimeric antigen receptor (CAR)-T-cell or
hematopoietic stem cell transplant (within 2 years of
transplantation or taking immunosuppression therapy)

Moderate or severe primary immunodeficiency ge.g.,
DiGeorge syndrome, Wiskott-Aldrich syndrome

Advanced HIV infection (Qeople with HIV and CD4 cell
counts less than 200/mm?, history of an AIDS-defining
illness without immune reconstitution, or clinical
.mignl%‘_estatlons of symptomatic HIV) or untreated HIV
infection

Active treatment with high-dose corticosteroids (i.e.,
=220mg prednisone or equivalent per day when
administered for 22 weeks), alkylating agents, _
antimetabolites, transplant-related |mmunosupfpresswe
drugs, cancer chemotherapeutic agents classified as
severely immunosuppressive, tumor-necrosis (TNF)
blockers, and other biologic agents that are
immunosuppressive or immunomodulatory. 24



STORAGE AND HANDLING GUIDELINES
(See detailed guidelines for each vaccine)
Follow Georgia Department of Health guidelines

Vaccines & Immunizations

6 OO0 @

L3 n

Storage and Handling of Novavax
COVID-19 Vaccines

Storage and Handling of Pfizer-BioNTech COVID-19
Vaccines

Product Info by U.S. Vaccine

| Pfizer-BloNTech Vaccines

Follow CDC's and manufacturer’s guidance for vaccine storage. Some vacci nditions are
WE associated with beyond-use dates and times. Providers should track these time fram

Vaccine should NOT be used after the expiration date or beyond-use date/time.

Follow CDC's and manufacturer’s guidance for vaccine storage.

u% Some vaccine storage conditions are associated with beyond-use
dates and times. Providers should track these time frames. Vaccine
should NOT be used after the expiration date or beyond-use
date/time.

CDC:Moderna

Handling
Toolkit

Storage and Handling Overview Storage & Handling

Toolkit
t storage of the vact

and temperature manitoring.

d at recommended

* Ensure staff are knowledgeable of correct
storage of the vaccines.

Vaccines & Immunizations
® Follow CDC's guidance for storage units and
temperature monitoring.

Storage and Handling Summaries

tion - Praduct Info b 0 s . 6 OO0 O

Purple Ca nd alder B e Vaccines must be unpacked, stored at L ina
recommended temperatures, and documented

immediately after arrival.

Storage and Handling of Moderna COVID-19 Vaccines

ditions are
Storage and Handling Overview Storage & Handling

Toolkit

t Education B Product Info by U.5. Vaccine
(Updated: 6/2

Moderna Vaccine

Storage and Handling Storage and Handling
Labels Summaries

age & Handiing

 are knawledgeable about correct storage of t

CDC: Pfizer

* Faollow CDC's guidance for storage units and temperature moni

CDC: Novavax

| u : at recommended

Interim Clinic;

Clinical Care

05/4/2023



https://www.cdc.gov/vaccines/covid-19/info-by-product/moderna/storage.html
https://www.cdc.gov/vaccines/covid-19/info-by-product/pfizer/index.html
https://www.cdc.gov/vaccines/covid-19/info-by-product/novavax/storage.html

COVID-19 Vaccine
Administration emrors
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Monitoring Vaccine Safety

Do Your Part for Vaccine Safety — * VAERS—Vaccine Adverse Event Reporting System
Report to

Option 1 - Report Online to VAERS (Preferred)
VAE R 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.

Vaccine Adverse Event Reporting System Your information will be erased if you are inactive for 20 minutes; you will

A National Program for Monitoring Vaccine Safety

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.

If you need further assistance with reporting to VAERS, please

email info@VAERS.org or call 1-800-822-7967.

°* FDA and Vaccine Data Link Safety Project

* VERP: Vaccine Error Reporting System
v On-line reporting at
v Report even if no adverse events associated
with incident
v Will help identify sources of errors to help
develop prevention strategies

05/4/2023 27



Post vaccination: Vaccine safety
monitoring

Smartphone-based safety monitoring for COVID-19 vaccines

. N . . W Get vaccinated.
v-safe is a CDC smartphone-based monitoring program for COVID-19 vaccine safety in the U.S. ’E G:f y‘:,a,;c;ﬁai,phme_
Get started with v-safe.

What is v-safe?

V-safe provides personal )
afe helps us monita -9

v-safe

after vaccination
alth checker

* A parent must be registered with v-safe in order to
add a child to their account v-safe

after vaccination
health checker

* If a parent is already registered, they can access their

account to add a child x
HNew to v-safe? Register yourself

V-safe is a smartphone-based tool that checks in to:

. To registe I Or access vo ur accou nt go to on you after your COVID-19 vaccination. Your » Add child or dependent

participation helps keep COVID-19 vaccines safe

https://vsafe.cdc.eov/en — for you and for everyone.

What describes your visit today? Register yourself

- 1
Welcome to v-safe! Sign up with your

How can | enroll and how does it work?

enrall in v-safe ahter any by

» Add their dose or booster A ,
m your smartphone's
«camera at this code

1 am here for my child Already registered? Access your
or dependent account to:

» Add child or dependent

* Add their dose or booster
ot require thal
mplete health chy
Access my account

There may be changes after June 30, 2023

05/4/2023 28



Safety considerations
In Children and adolescents



VACCINE ADVERSE EVENTS (1)

« Usually appear in the first two days and then resolve within a week after vaccination
« Side effects may be more pronounced after the 2" dose of vaccine and
after prior COVID19 infection

* Pain Fatigue

 Redness Headache

« Swelling Chills
Fever

Muscle pain
| SOURCE: CDC Nausea



https://www.cdc.gov/coronavirus/2019-ncov/vaccines/pdfs/321466-A_FS_What_Expect_COVID-19_Vax_Final_12.13.20.pdf

Vaccine Adverse Events

(2)

« Syncope risk after vaccination

» Before vaccination, counsel patients
about expected local and systemic
reactions, especially syncope

* Have patient sit or lie down to receive
vaccine

 Observe for 15 minutes under medical
supervision

« Wait 30 minutes if history of allergic
reaction

05/4/2023




Preparing for the potential management of
anaphylaxis at COVID-19 vaccine sites

Should be available at all locations If feasible, include at locations (not required)

Epinephrine (e.g., prefilled syringe, Pulse oximeter
autoinjector)*

H1 antihistamine (e.g., Oxygen
diphenhydramine, cetirizine)t

Blood pressure monitort Bronchodilator (e.g., albuterol)

Timing device to assess pulse H2 antihistamine (e.g., famotidine, cimetidine)
Intravenous fluids
Intubation kit

Pocket mask with one-way valve (also known as cardiopulmonary resuscitation
[CPR] mask) sized for adults and children

05/4/2023

SOURCE: CDC


https://www.cdc.gov/vaccines/covid-19/clinical-considerations/managing-anaphylaxis.html?CDC_AA_refVal=https%3A%2F%2Fwww.cdc.gov%2Fvaccines%2Fcovid-19%2Finfo-by-product%2Fpfizer%2Fanaphylaxis-management.html

Observation after COVID-19
vaccination

30 minutes:

-People with a contraindication to a
different type of COVID-19 vaccine
(for example, people with a
contraindication to mRNA COVID-19
vaccines who receive Janssen
vaccine).

-History of non-severe, immediate
(onset within 4 hours) allergic reaction
after a previous dose of COVID-19
vaccine.

-History of an immediate allergic
reaction of any severity to non-
COVID-19 vaccines or injectable
therapies.

-History of anaphylaxis due to any
cause.

15 minutes:
All other people

05/4/2023

Recognizing and Responding to Anaphylaxis

How to recognize anaphylaxis

Healthcare personnel should consider anaphylaxis when patients present with generalized signs or symptoms such
as hives, serious or life-threatening symptoms (e.g., hypotension, respiratory distress, or significant swelling of the
tongue or lips), or symptoms that involve more than one body system.

- N

QA °
L N A
-

—

Respiratory: Gastrointestinal: Cardiovascular: Skin/mucosal: Neurological:
sensation of nausea dizzi generalized hives agitation
itchil convulsi

r
at

What to do if you suspect anaphylaxis

_ | %°
.- gi )

Assess airway, breathing, Administer Call Emergency Place in supine position
and circulation epinephrine Medical Services (EMS)
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Safety considerations for mRNA
COVID-19 vaccines

 Among children, adolescents and adults, pain/tenderness at
the injection site was the most frequent local reaction.

* The most common systemic symptom in older children and
adults was fatigue, headache and myalgia; in younger
children (ages 6—-23 months), irritability/crying and
drowsiness/sleepiness were most common.

* Most systemic symptoms were mild to moderate in severity,
typically began 1-2 days after vaccination, and resolved after
1-2 days.
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Safety considerations for mRNA
COVID-19 vaccines in children

Febrile seizures can occur in infants and young children ages 6 months—5 years
with any condition that causes a fever (most common with high fevers),
including COVID-19.

Febrile seizures are not common after vaccination. Febrile seizures were rare in
COVID-19 vaccine clinical trials for young children.

In most cases, simultaneous vaccination (different vaccines on the same day)
does not lead to higher rates of febrile seizures, although administering more
than one vaccine at the same clinic visit has been associated with increased risk
for febrile seizures in some studies of young children. The impact of _
coadministration of COVID-19 and routine vaccines on the risk of febrile seizures
has not been specifically studied. CDC will monitor for febrile seizures following
COVID-19 vaccination in young children.

Unless people have a contraindication to vaccination, they should be encouraged
to complete the series to optimize protection against COVID-19 even if they
experience local or systemic symptoms following the first dose.
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https://www.cdc.gov/vaccinesafety/concerns/febrile-seizures.html
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC9086105/
https://www.vaccinesafety.edu/do-combination-vaccines-or-simultaneous-vaccination-increase-the-risk-of-adverse-events/
https://www.cdc.gov/vaccines/covid-19/clinical-considerations/interim-considerations-us.html#contraindications

Myocarditis and pericarditis

* A rare risk for myocarditis and pericarditis has been
observed following receipt of mMRNA COVID-19 vaccines

(i.e., Moderna or Pfizer-BioNTech) and Novavax COVID-19
Vaccine.

 Rare cases of myocarditis and pericarditis have occurred
most frequently, in adolescent and young adult males
within the first week after receiving the second dose.

* People who have experienced myocarditis/pericarditis after a
dose of COVID-19 vaccine, generally should not receive a
subsequent dose of any COVID-19 vaccine.
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Myocarditis and pericarditis after
vaccination in younger children

e In post-authorization surveillance, cases of myocarditis and
pericarditis among children ages 5-11 years after Pfizer-
BioNTech COVID-19 vaccination have been rarely reported,
orimarily in males and after dose 2.

« No cases of myocarditis or pericarditis were reported in
children in the pre-authorization clinical trials of Pfizer-
BioNTech (ages 6 months-4 years) or Moderna (ages 6 months-

5 years) vaccines.

 To date, post-authorization surveillance has not detected an
increased risk for myocarditis and pericarditis following mRNA
COVID-19 vaccination in children ages 6 months-4 years (i.e.,
Pfizer-BioNTech) and ages 6 months-5 years (i.e., Moderna).
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https://www.cdc.gov/vaccines/acip/meetings/downloads/slides-2022-06-22-23/03-COVID-Shimabukuro-508.pdf
https://www.cdc.gov/mmwr/volumes/71/wr/mm7126e2.htm
https://www.cdc.gov/vaccines/acip/meetings/downloads/slides-2022-09-01/05-COVID-Shimabukuro-508.pdf

Myocarditis and pericarditis (2)

 People receiving Moderna, Novavax, and

Pfizer-BioNTech COVID-

19 vaccines, especially males ages 12-39 years, should be made

aware of the rare risk of myocarditis anc

pericarditis following

receipt of these vaccines and the benefit of COVID-19 vaccination
in reducing the risk of severe outcomes from COVID-19, including

the possibility of cardiac sequelae.

» Counseling should include the need to seek care if symptoms of
myocarditis or pericarditis, such as chest pain, shortness of breath,
or tachycardia develop after vaccination, particularly in the week
after vaccination. In younger children, symptoms of myocarditis
may also include non-specific symptoms such as irritability,
vomiting, poor feeding, tachypnea, or lethargy.

05/4/2023
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https://www.cdc.gov/mmwr/volumes/71/wr/mm7114e1.htm
https://www.cdc.gov/vaccines/covid-19/clinical-considerations/myocarditis.html
https://www.cdc.gov/vaccines/covid-19/clinical-considerations/myocarditis.html

Considerations
for extending
intervals for
mMRNA COVID-19
vaccine primary
series (Pfizer and
Moderna)

05/4/2023

An 8-week interval between the first and second primary series
doses of Moderna, Novavax, and Pfizer-BioNTech COVID-19
vaccines may be optimal for some people as it may reduce the
small risk of myocarditis and pericarditis associated with these
COVID-19 vaccines.

People who have a history of myocarditis or pericarditis unrelated
to COVID-19 vaccination (e.g., due to SARS-CoV-2 or other
viruses) may receive any currently FDA-approved or FDA-
authorized COVID-19 vaccine after the episode of myocarditis or
pericarditis has completely resolved (i.e., resolution of symptoms,
no evidence of ongoing heart inflammation or sequelae as
determined by the person’s clinical team).

People who have a history of other heart disease, including
congenital heart disease and Kawasaki disease, may receive any
currently FDA-approved or FDA-authorized COVID-19 vaccine.
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https://www.cdc.gov/coronavirus/2019-ncov/need-extra-precautions/people-with-medical-conditions.html

Health Care Provider
Training

* Training opportunities for HCPs (COVID-19 vaccines, talking to patients,
FAQS)

* https://www.cdc.gov/vaccines/covid-19/training.html
* https://lwww2.cdc.gov/vaccines/ed/covid19/SHVA/index.asp
« https://www2.cdc.gov/vaccines/ed/covid19/pfizer/index.asp

* https://services.aap.org/en/pages/2019-novel-coronavirus-covid-19-
infections/

* https://services.aap.org/en/pages/2019-novel-coronavirus-covid-19-
iInfections/covid-19-vaccine-frequently-asked-questions/

* https://www.gritstest.state.ga.us/docs/COVID-
J9.Clinical_Training_and Resources for HCPs.pdf



https://www.cdc.gov/vaccines/covid-19/training.html
https://www2.cdc.gov/vaccines/ed/covid19/SHVA/index.asp
https://www2.cdc.gov/vaccines/ed/covid19/pfizer/index.asp
https://services.aap.org/en/pages/2019-novel-coronavirus-covid-19-infections/covid-19-vaccine-frequently-asked-questions/
https://services.aap.org/en/pages/2019-novel-coronavirus-covid-19-infections/covid-19-vaccine-frequently-asked-questions/
https://www.gritstest.state.ga.us/docs/COVID-19_Clinical_Training_and_Resources_for_HCPs.pdf
https://www.gritstest.state.ga.us/docs/COVID-19_Clinical_Training_and_Resources_for_HCPs.pdf

AAP Resources for Providers and Parents
(Vaccine Campaign Toolkit)

Masks do not harm Being around adults wearing
children’s speech masks doesn't delay
development. babies’ speech or language

) development.
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The vaccine
is here!

THE CONVERSATION
ABOUT THE COVID VACCINES & KIDS

Presented with the American Academy of Pediatrics

Pediatricians answer questions about the COVID-19 vaccines for children.

SOURCE:AAP

Kids & the COVID Vaccines: W. Kamau Which COVID vaccines are available for u How were the COVID vaccines studied u

in kids?

05/4/2023 Bell Talks to Pediatricians kids?



https://www.aap.org/en/news-room/campaigns-and-toolkits/covid-19-vaccine-toolkit/

How to Talk with Parents about COVID-19 Vaccination

Tips for Pediatricians, Family Medicine Practitioners, Pharmacists & Other Pediatric Providers
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Parents consider their child's healthcare providers to be their most trusted source of information when it comes to vaccines.
You play a critical role in helping them understand the importance of COVID-19 vaccination and assuring them that COVID-
19 vaccines are safe and effective.

https://www.cdc.gov/vaccines/covid-19/hcp/pediatrician.html

How to Talk with parents about COVID-19 vaccination
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Co-administration with other
childhood vaccines

 |s allowed

« COVID-19 vaccines may be administered without regard to timing
of other vaccines. This includes simultaneous administration of
COVID-19 vaccine and other vaccines on the same day.

» Exception (Monkeypox vaccine)
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