Interim Clinical Considerations Update:

Moderna COVID-19 Vaccine for Children Ages 6-17

Elisha Hall, PhD
Clinical Guidelines Lead

Advisory Committee on Immunization Practices Meeting
6/24/2022

cdc.gov/coronavirus




COVID-19 Pediatric Vaccination Schedule




Pediatric Schedule: Moderna COVID-19 Vaccine

People who are NOT moderately or severely immunocompromised

Moderna
(6 years-
17 years)

Primary Series

Dose  4-8 weeks Dose
(primary) (primary)

People who ARE moderately or severely immunocompromised

Moderna

(6 years. Primary Series
17 years) At least 4
Dose 4 weeks Dose weeks Dose
1 — 2 — 3
(primary) (primary) (primary)




Pediatric Schedule: People Who Are NOT Moderately
or Severely Immunocompromised

Moderna

(6 months— Dc;se 4-8 weeks Dc;se

17 yearS) (primary) (primary)

Pfizer-BioNTech 5 At least 5

(6 months— Dose 3.3 weeks 0S€ 8 weeks ose
4 yearS) (primary) (primary) (primary)
Pfizer-BioNTech 5 5 At least 5

(5 years- ose 3-8 weeks ose 5 months ose
17 years) (primary) (primary) (booster)




Pediatric Schedule: People Who ARE Moderately or
Severely Immunocompromised

Moderna At least 4
(6 months— Dose 4 weeks Dose  weeks Dose
ﬁ ﬁ
17 years) 1 2 3
(primary) (primary) (primary)
(6 months— Dose 3 weeks Dose 8 weeks Dose
4 years) 1 - 2 = 3
(primary) (primary) (primary)

Pfizer-BioNTech

At least 4 At least 3
(5 years- Dose 3 weeks Dose  weeks Dose  months Dose
11 years) 1 ’ 2 ' 3 ’ 4
(primary) (primary) (primary) (booster)
Pfizer-BioNTech At least 4 At least 3 At least 4 Dose
(12 years- Dose 3 weeks Dose  weeks Dose  months Dose  months
17 years) 1 g 2 ’ 3 — 4 ’ (25nd
(primary) (primary) (primary) (booster)

booster)



Considerations for Extended Interval Between Dose 1 & 2

A

Immunocompromised * Reduced myocarditis
. . Shorter Longer .
H'|gh risk for severe inferval inferval risk
disease * Adolescent and young

Household members adult males

with high risk for severe * Optimize vaccine
disease effectiveness
High COVID-19
community levels




Products




Moderna COVID-19 Vaccine Products

Authorized Age = = *6-11years S 12 years and older

group 6 months -5 years (primary series) (primary series)
(primary series) - 18 years and older - 18 years and older

(booster doses) (booster doses)

Vial cap color Dark blue Dark blue Red

Label border color Magenta Purple Light blue

Dose (MRNA 25 mcg 50 mcg 100 mcg

concentration)

Injection volume 0.25 mL 0.5mL 0.5 mL(primary, age 12+);

volume 0.25mL (booster, age 18+)

Dilution required No No No

Doses per vial 10 5 Maximum of 11




Moderna COVID-19 Vaccine Products

Authorized Age -

group & 6 months -5 years
(primary series)

Vial cap color Dark blue

Label border color | Magenta

Dose (MRNA 25 mcg
concentration)

Injection volume 0.25 mL
volume

Dilution required No

Doses per vial 10




Moderna COVID-19 Vaccine Products

Authorized Age = *6-11years
group (primary series)

* 18 years and older
(booster doses)

Vial cap color Dark blue
Label border color Purple
Dose (MRNA 50 mcg
concentration)

Injection volume 0.5 mL
volume

Dilution required

Doses per vial




Moderna COVID-19 Vaccine Product for
Ages 6—-11 Years

'/ T
i ' STORE FROZEN between =
O o et e Moderna 2 Labeled for “‘BOOSTEJ
= | Protect from light. No preservative. c O VI D -1 9 o .
' After first use, hold at 2° to 25°C Vaccine E DOSES ONLY’but 1s
N I ' (36° to 77°F). Discard after 12 hours. . § .
703595 Record date/time of first use: ﬁ#ﬁgfgﬁg‘g&;ﬂnjecﬁon S authorized for:
L Scan here for FDA-authorized Fact Sheet = . .
EI E] for dosage and administration, i) uss ey : * Prim ary doses in

and product expiration dates, or visit h 1 d 1 1
www.modernatx.com/covid19vaccine-e BOOSTER DOSES ONLY cnuareén ages 6—

Mfd. for: Moderna US, Inc., 2.5 mL Multi-Dose Vial years
Cambridge, MA02139 Booster Dose: 0.5 mL .
* Boosterdosesin

adults ages 18
years and older




Moderna COVID-19 Vaccine Products

Authorized Age
group

Vial cap color

Label border color

Dose (MRNA
concentration)

Injection volume
volume

Dilution required

Doses per vial

* 12 years and older
(primary series)

! * 18 years and older
(booster doses)

Red

Light blue

100 mcg

0.5 mL(primary, age 12+);
0.25mL (booster, age 18+)

No

Maximum of 11




FDA Resources

Wall chart:
https://www.fda.gov/media/159306/

download

Age Group

MODERNA COVID-19 VACCINE PRESENTATIONS

€ months through 5 years
(Primary Series)

6 years through 11 years
(Primary Series)

Currently unavailable
(Use the vial with dark blue
«cap and a label with a purple

border)

6 years through 11 years
(Primary Series)

18 years and older
(Booster Dose)

Vial Cap Color Dark Blue Dark Blue Dark Blue Red
Vial Labe, Border MAGENTA TEAL PURPLE LIGHT BLUE
2
Modermna _ S
i COVID-19 Moderna | Moderna
Vial Image Vaccine sovin.v B fSccia’

Primary Dose

Volume 0.25 mL 0.5 mL 0.5mL 0.5mL
Booster Dose
Volume None None 0.5 mL 0.25mL

For storage and

expiry information,

see FDA-authorized

Fact Sheet or scan
QR code.

www.modernatx.com/
covid19vaccine-eua

www.modemnatx.com/
covid i ua

www.modematx.com/

covid ine-eua

www.modematx.com/
covid19vaccine-eua

FACT SHEET FOR HEALTHCARE PROVIDERS ADMINISTERING
YACCINE (VACCINATION PROVIDERS)
EMERGENCY USE AUTHORIZATION (EUA) OF
MODERNA COVID-19 VACCINE TO PREVENT CORONAVIRUS DISEASE 2019
(COVID-19)

PRIMARY SERIES
6 years through 11 years of age

The U.S. Food and Drug Administration (FDA) has issued an Emergency Use
Authorization (EUA) to permit the emergency use of the unapproved product, Moderna
COVID-19 Vaceine, for active immunization to prevent COVID-19 in individuals 6 months
of age and older.

There are 2 presentations of Moderna COVID-19 Vaceine authorized for use to provide
primary series doses to individuals 6 years through 11 years of age:

The presentation supplied in a multiple-dose vial with a dark blue cap and a label
with a purple border (see image below). The cartons and vial labels state

is presentation may be used to provide primary

series doses to individuals 6 years through 11 years of age. The Moderna COVID-19

Vaccine is not authorized to provide booster doses to individuals 6 years through 11

years of age.

ST POz i
il ] Moderna
ine

sy
-
undet ;

e
A e B 1 v oses auy

L ok LS, : 2.5 L Mulli-Dase sl
Camircgn WAZZI30 Boester Dose-0.5 mL

" The multiple-dose vials with dark blue caps and Iabels with & purple border ase authorized to provide 0.5 mL
primai doses to individuals & years through 11 years of age and to provide 0.5 ml. booster doses to
individuals 18 years of age and older,

Revised: June/17/2022 1

l)l( HEALTHCARE PROVIDERS ADMINISTERIN

JCCINE (VACCINATION PROVIDERS)

ERGENCY AUTHORIZATION (EUA) OF

1D-19 VACCINE TO PREVENT CORONAVIRUS DISEASE 2019
(COVID-19)

ERIES AND BOOSTER DOSE PRESE
Series Doses for 12 Years and Older
ter Dases for 18 Years and Older’

TATION

Je Administration (FDA) has issued an Emergency Use

permit the emergency use of the unapproved product, MODERNA
for active immunization to prevent COVID-19 in individuals 6
.

ks only to Moderna COVID-19 Vaccine supplied in a multiple-dose
a 1abel with a light blue border which is authorized for use to

fary series to indi
eries dose to indi
peom promi
hse to individuals 18 years of age and older who have completed a
fith Moderna COVID-19 Vaccine or SPIKEVAX (COVID-19

iduals 12 years of age and older;
uals 12 years of age and older with certain

hse to individuals 18 years of age and older who have completed
Jtion with another authorized or approved COVID-19 vaccine. The
Jor the heterologous booster dose is the same as that authorized for a
Ihe vaccine used for primary vaccination;

dose to individuals 50 years of age and older who have received a

ke of any authorized or approved COVID-19 vaccine; and

dose to individuals 18 years of age and older with certain kinds of
fnise and who have received a first booster dose of any authorized or
ID-19 vaccine.

fernia COVID-19 Vaccine supplied in multiple-dose vials with dark blue caps and
b b used for a booster dose for individuals |8 years of age and oldes. The Modems
fin nuitiple-dose vials with dark blue caps and iabels with a purple border and the
ueriied in muile-dos vials wth rod caps and abel with 3 ight b bovder

f some of the ffer between the two
hpmmuum is included in the Description section of the respective Full EUA

bpromise refi dividuals whe have solid organ
hat are considered to have an equivalent level of immunocompromise.

orwho

Revised: June/17/2022

Fact Sheet for Healthcare Providers

6 Through 11 Years:

https://www.fda.gov/media/159308/download

12 Years and Older:

https://www.fda.gov/media/157233/download



https://www.fda.gov/media/159306/download
https://www.fda.gov/media/159308/download

CDC Resources

= (Clinical considerations:
https://www.cdc.gov/vaccines/covid-
19/clinical-considerations/interim-
considerations-us.html

= Self-paced training module:
https://www?2.cdc.gov/vaccines/ed/covid19/
moderna/index.asp

= Job aids: https://www.cdc.gov/vaccines/covid-

Moderna COVID-19 Vaccine At-A-Glance
Blue cap: 6 Months through 5 Years of Age
Red cap: 18 years of age and older

Preparation and Administration Basics
NOTE: Find additional guidance on properly preparing and administering the vaccine at:
» CDC’s COVID-19 Clinical materials for Moderna COVID-19 Vaccine: www.cdc.gov/vaccines/covid-1

D

9/info-by-product/

moderna/indexhtml
= CDC's Vaccine administration library: www.cdc gov/vaccines/hcp/admin/resource-libraryhtml

Preparation and Administration

19/info-by-product/moderna/index.html

— At-a-glance job aid for each
manufacturer

— Prep and admin summary

= Promotion through webinars, calls, and
partners

Moderna COVID-19 Vaccine At-A-Glance
Blue cap: & Months through 5 Years of Age
Red cap: 18 years of age and older

The tables below

m
injection

=k

Vaccine.

ize basie storage,

and dosage for Moderna COVID-19

6 months - 2 years
of age: Vastus
lateralis muscle in the
anterolateral thigh”

3-5years of age:
Deltoid muscle in the
upper arm*

EUA Fact Sheet CDC Interim Clinical CDC Clinical Interim COVID-19 o mscle i th
o - c Materials Vaccination Schedule | [M 2225 gauge, | Delioid muscle i the
porse/ wwwedeo g L CCRIE 0B oea sty injection | 1114 upperamm
d-19/ covid v covid-
ovid-1 d moderna COVID-19-immunization-
moderna-covid-19-vaccine ouid-19-vaceines-us hrm| "

2

(TeaCy

Storage and Handling Basics
NOTE: Find additional guidance on storing the vaccine properly at:

= CDC's COVID-19 Clinical materials for Moderna COVID-19 Vaccine: dc covid-19/info-by-product/
moderna/storage
= CDC's Storage and Handling Toolkit: cds /vacci handli lkit.pdf

Vial cap color

6 months through 5 years.

Supplied in
multidose vial

10 primary doses (0.25 mL) per vial

Blue cap with

et bordared label g Red cap with blue bordered label

18 years and older In at leas

Per vial:
= 10 primary doses (0.5 mL) or

= 20 booster doses (0.25 mL)

= 20 doses: Combination of primary series and booster doses
Discard vial and any remaining vaccine after 20 punctures.

Storage
Temperature:
Before Puncture

Between:
-50°Cand -15°C (-58°F and 5°F) until the expiration date

2°C and 8°C (36°F and 46°F) for up to 30 days

8°C and 25°C (46" and 77°F) for a total of 24 hours. Discard vial and unused vaccine after 24 hours.

4months
DOSE 3
* | m— | (2nd mRNA
(booster’) Do)

9 vaccine based on age and immune status. For

/covid-19/info-by-product/moderna/

t

DOSE4

People ages 50 years
and older should get
a2nd booster.

Thawing Frozen
Vaccine

Do NOT refreeze

Between:

2°C.and 8°C (36°F and 46°F) for 2 hours. Let each vial stand at room temperature for 15 minutes betore
administering.

thawed vaccine. | | 5°C and 25°C (46°F and 77°F) for 45 minutes.

Storage Between:
Temperature: 2°C and 25°C (36°F and 77°F) for up to 12 hours.
Atter Pumctncy Discard vial and any unused vaccine after 12 hours.
06/20/2022 1



https://www.cdc.gov/vaccines/covid-19/clinical-considerations/interim-considerations-us.html
https://www2.cdc.gov/vaccines/ed/covid19/moderna/index.asp
https://www.cdc.gov/vaccines/covid-19/info-by-product/moderna/index.html

I Vaccine Dosage

= Children should receive the age-appropriate vaccine product and follow the

schedule based on their age on the day of vaccination, regardless of their
size or weight.

= |f a child moves from a younger age group to an older age group (e.g.,
moves from age 11 years to age 12 years) during the primary series or
between the primary series and receipt of the booster dose(s), they should

receive the vaccine dosage for the older age group for all subsequent
doses.



Children who Turn from Age 5 to 6 Years Between Any
Dose in the Primary Series May Receive...

..for either dose: 1) The Moderna product authorized for children ages 6 months—5
years or 2) the Moderna product authorized for children ages 6—-11 years.

A = e m———
-_— -_— —_— -_—
4-8 weeks

—/ — —/ ———

Dose 1: Dose 2:
Dark blue cap, magenta label border Dark blue cap, magenta label border

-——-Oor--- e or---

Dark blue cap, purple border Dark blue cap, purple border



Children who Turn from Age 11 to 12 Years Between
Any Dose in the Primary Series May Receive...

..for either dose: 1) the Moderna product authorized for children ages 6—-11 years,
2) The Moderna product authorized for children ages 12—17 years.

a ) = A (> )
—_— —_— — —_—
4-8 weeks
— — e —
— — — —
Dose 1: Dose 2:

Dark blue cap, purple border Dark blue cap, purple border
-—-or--- e or---

Red cap, light blue border Red cap, light blue border



Vaccine Administration




Administration

= Existing guidance applies to children and adolescents ages 6-17 years.

= Coadministration: COVID-19 vaccines may be administered without regard
to timing of other vaccines.

— Considerations included in the interim clinical considerations

= [nterchangeability: COVID-19 vaccines are not interchangeable. The same
MRNA vaccine product should be used for all doses of the primary series.



I Potential Vaccine Administration Errors

= More opportunities for errors with:

— More products

— Products not labeled for the indicated age group

— New pediatric providers that may be unfamiliar with COVID-19 vaccines
= Most likely errors with this context:

— Incorrect product and/or dose volume, resulting in a higher-than-
authorized dose

— Incorrect product and/or dose volume, resulting in a lower-than-
authorized dose

— Correct dose from an incorrect product
— Vaccine administered past beyond-use date



Resources for Preventing Vaccine Administration
Errors

Web-on-demand “mini” webinar:
https://www?2.cdc.gov/vaccines/ed/cov

YUU CAL Vaccine Administration:

Preventing Vaccine
S H O Administration Errors

id19/videos/va/va.asp

Vaccine Administration: Preventing
Vaccine Administration Errors
https://www.cdc.gov/vaccines/hcp/ad
min/downloads/vaccine-
administration-preventing-errors.pdf

Vaccine storage, handling, preparation,
and administration materials:
https://www.cdc.gov/vaccines/covid-

19/info-by-

product/moderna/index.html

stration Errors

ntive Actions

s dentity before administeri

A vaccine administration error is any preventable eventthat [ iate medication harm.! Vaccine
an including i i protection, injury to the patient, cost,

and redu the health Take pr ctions

and establish an that d tof risk. ind qualit;

Waccine administration errors may be due to causes such s

= Insufficient stafftraining » Lack of standardized protocols ified products

= Distraction = Patient misidentification [19 DTaF, DT, Tdap, Td)

= Changesin "l rmor-p

If an error accurs, determine how it occurred and take the appropriate actions to put strategies in place to prevent it from
happening in the future. The following table outlines common vaccine administration errors and possible preventive actions you
can take to avoid errars.

tions or

(e:g. parent with different providers ta each
P area atatime,

e and patient name.

(e.9. use intranasal route
the intranasal route—nat IN, which is easily confused with I

Circle [ the packaging
route, site, or Include the brand name with the vaccine abbreviation whenever passible (e.g, PCV13 [Prevnart3]) in
dosage (amountl; s, mack oy genaic ifpossibie
‘or improperly Separate vaccines into bins or other containers according to type and formulation. Use color-coded E
prepared. ased on
cine storage containers.

Store look-alike vaccines in different areas of the storage unit (2.9, pediatric and
the same vaccine on different shelves in the unit).

o those with the earliest expiration dates are in the front of the storage unit. Use

Establish "Do NOT Disturb” of no-interruption areas o times when vaccines are being prepared or

Prepare vaccine for one patient at a time. Once prepared, label the syringe with vaccine name.

Do not administer vaccines prepared by someone slse.

Triple-check wark before administering a vaccing and ask another staff member to check.

Do ith screens, order forms, or medical
ont ¥ ponitie’ units and sreas i i stored
‘Consider using "name alert” or "loak-alike” stickers on packaging and areas

ind contact the state or local immunization
Consider purchasing look-ali i fpassible the vaccine manufacturer.

if appropriate.

ous medical records, and personal vaccination records.

riate education requiraments.

Use standing orders, if appropriate.

y 3 visits after the birthday.

nization hildren and adults that staff can quickly

ets for timing and spacing in your medication preparation area €DC has vaccine
ealth care personnel in

Keep reference materials on recommended sites, routes, and for each in

your facility in the medication preparation area.

SMI“,E e diluents f th abel the diluent is the Sy
training ientation and ather appropriate education

requirements. ke for DTaP, Tdap, Hib, FCV1 3, and polio vaccines to ass

Provide inventory or updated. foectup schedule for children

P maintain

" e, by Cohe

to report vaceine administration errors o
RS)." To file an electronic report, please see the
enthiml

* Rt tme, COVD.

L lec



https://www2.cdc.gov/vaccines/ed/covid19/videos/va/va.asp
https://www.cdc.gov/vaccines/hcp/admin/downloads/vaccine-administration-preventing-errors.pdf
https://www.cdc.gov/vaccines/covid-19/info-by-product/moderna/index.html

Resources




Interim Clinical Considerations

* Interim Clinical Considerations for Use of ||~

Interim Clinical Considerations for Use of COVID-19
Vaccines Currently Approved or Authorized in the

COVID19 Vaccines Currently Approved of

Authorized in the United States:
https://www.cdc.gov/vaccines/covid-
19/clinical-considerations/interim-
considerations-us.html

* FAQs for the Interim Clinical

United States

Summary of recent changes (last updated May 20, 2022
5 useof b

AT-A-GLANCE

6 006

years

accination Schedules

bw to determine how many total COVID-19 vaccine
led based on primary series product, age, and

hedule does not include clinical details necessary for
9 vaccines. For clinical details, see the resources at
nt.

tion Schedule for Most People

ind intervals of COVID-19 vaccine doses

somegroups.

wwwwwwww
weeks . Smonths . d4months DOSE4
— DOSEZ __,, DOSES . e

{primary) (boostar’) bousten)®

People ages 50 years
and older shouid get
a 2" booster.

(H1E
]
if

In 3t least

LYY

Inatleast
Amonts DOSEA
—_— 2°mANA
booste!

I

weeks 5 months
DOSE2
— —_—

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

+ At-A-Glance COVIBP19 Vaccination
Schedule:
https://www.cdc.gov/vaccines/covid-
19/downloads/COVID-19-vacc-schedule-
at-a-glance-508.pdf

(booster)
nat
People ages 50 years least 4
and older should get 4 ronns  DOSES
a2 booster. o — e
natiesst natleast
fL— 4 monihs DOSE3
> ? ———— Cumn
(booster) A
pua
P
People ages 50 years
and older should get a
2% booster.
People ages 18 years 8 .
and older who received 2 uidance, see:

Janssen doses may

tion Schedule for Ages
geta 2 booster.

pos for Use of
COVID-19 Vaccines Currently Approved o
Autherized in the United States

cdc.gov/coronavirus



https://www.cdc.gov/vaccines/covid-19/clinical-considerations/interim-considerations-us.html
https://www.cdc.gov/vaccines/covid-19/clinical-considerations/faq.html
https://www.cdc.gov/vaccines/covid-19/downloads/COVID-19-vacc-schedule-at-a-glance-508.pdf

Clinical Resources

= US COVID-19 Vaccine
Product Information:
https://www.cdc.gov/vaccin

es/covid-19/info-by-
product/index.html

A COVID-19 Vaccination

Product Info by U.S. Vaccine
Pfizer-BioNTech Vaccines
Moderna Vaccine
Janssen/|&] Vaccine

EUA

EUI

FAQs for Healthcare Professionals

Interim Clinical Considerations
Clinical Care

Provider Requirements and
Support

Training and Education

Vaccines & Immunizations

CDC > COVID-19 Vaccination

6 O 0 O

U.S. COVID-19 Vaccine Product Information

Find a suite of information and materials that are needed for each specific COVID-19 vaccine that cover administration,
storage and handling, safety, and reporting.

Pfizer-BioNTech Moderna Janssen/J&)

Interim COVID-19
Immunization Schedule

E +
m for Ages 5 Download a prevaccination checklist in multiple
Find guidance for COVID-19 languages.

vaccination schedules based on
age and medical condition.

Prevaccination Screening Form
COVID-19 Prevaccination Guidelines I

Arabic 8, Dari B, English B, French (Canada) @,
Haitian Creole B, Korean B, Pashto B, Portuguese
(Portugal) B, Simplified Chinese B, Spanish I,
Ukrainian B, Vietnamese B



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

Resources for Vaccine Recipient Education

= Recipient Education:
https://www.cdc.gov/vaccines

/covid-19/hcp/index.html

= COVID-19 Vaccination for
Children:
https://www.cdc.gov/vaccines

/covid-
19/planning/children.html

COVID-19 Vaccines for Children and Teens
What Parents and Caregivers Need to Know

ting other
d
Everyone ages 5 years and older should get vaccinated against COVID-19 :::m -

Ifinfected with COVID-19, children and teens can:
Getreally sick

Have both short- and long-term health problems .
ition

dlike
drenand

There s no way to tell teens will OVID-19.
Children and

frer getting C
affect their quality of lfe. 2of
sily

y do get COVID-19. rchilds
npain
ner steps
ploth

COVID-19 vaccines are safe for children and teens

I< history. Befe

tials
children to make sure vaccination was safe and effective. The safety of COVID-19 vaccines continues to be

after

d iter DNA in any
ility or becoming

ay. There i
pregnantin the future.

for children and teens.

U.S. Departmentof
H u

man Services www.cds Jcovid teens.html

Fever/ Tiredness (mnxt

Headache

0? |

Children and teens who have

already had COVID-19 should
still get vaccinated

Emerging evidence indicates that people can
getadded protection by getting vacci

Musde/ Painat N
Jintpain  injectionsite  Dizziness

[#]8

Get started with v-safe

Ater getting your child vaccinated, enroll them
in the v-safe After Vaccination Health Checker.
v-safe provides personalized and confidential
health check-ins after COVID-19 vaccination.



https://www.cdc.gov/vaccines/covid-19/hcp/index.html
https://www.cdc.gov/vaccines/covid-19/planning/children.html

For more information, contact CDC
1-800-CDC-INFO (232-4636)
TTY: 1-888-232-6348 www.cdc.gov

The findings and conclusions in this report are those of the authors and do not necessarily represent the
official position of the Centers for Disease Control and Prevention.
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