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Administration of bivalent boosters to children 5 -11 years old cannot begin until after FDA EUA is
Issued AND a CDC recommendation is granted.
All information is subject to change.



What is a Bivalent COVID-19 Vaccine?

> From Moderna. Bivalent vaccines are designed to protect against two strains of a virus providing
greater protection against variants compared to the original Moderna COVID-19 Vaccine.

> From Pfizer: The Omicron BA.4/BA.5-adapted bivalent vaccine contains mRNA encoding the
wild-type spike protein of SARSCoV-2 in the Original Pfizer-BioNTech COVID19 Vaccine, and
MRNA encoding the spike protein of the Omicron BA.4/BA.5 subvariants. Apart from the addition

of the mRNA sequence of the BA.4/BA.5 spike protein, all other components of the vaccine
remain unchanged.



Pediatric Bivalent COVID-19 Boosters

> If authorized by FDA, CDC anticipates a recommendation for bivalent
COVID19 vaccine as a booster for pediatric age groups in early to
mid-October.

> ACIP meetings scheduled for: October 19-20

> Ages and products:
> Pfizer-BioNTech: for children 5-11 years
> Moderna: for children 6-17 years

UPDATED: September 20, 2022: CDC Fall Vaccination Operational Planning Guide

Information for the Fall Vaccine Campaign, Including Upcoming Pediatric Bivalent COVID-19 Vaccine as Boosters for Children
Aged 5-11 Years



https://www.businesswire.com/news/home/20220923005307/en/
https://twitter.com/moderna_tx/status/1573281027132358658
https://www.cdc.gov/vaccines/covid-19/downloads/CDC-Fall-Vaccination-Operational-Planning-Guide.pdf
https://www.cdc.gov/vaccines/covid-19/downloads/CDC-Fall-Vaccination-Operational-Planning-Guide.pdf

Anticipated Guidance

> Pediatric bivalent COVID19 vaccines will be:

> A single booster dose in children who have completed a primary vaccination
series at a minimum interval after their last COVID-19 dose.

> It Is expected that heterologous (mix -and-match) bivalent vaccines
will be authorized, e.g.:

> Children who completed a primary series of Pfizer-BioNTech vaccine would be
able to receive a bivalent Moderna vaccine (or vice versa).

> Adolescents 12-17 years old will have the option of receiving either Moderna or
Pfizer bivalent vaccine.

UPDATED: September 20, 2022: CDC Fall Vaccination Operational Planning Guide

Information for the Fall Vaccine Campaign, Including Upcoming Pediatric Bivalent COVID-19 Vaccine as Boosters for Children
Aged 5-11 Years



https://www.cdc.gov/vaccines/covid-19/downloads/CDC-Fall-Vaccination-Operational-Planning-Guide.pdf
https://www.cdc.gov/vaccines/covid-19/downloads/CDC-Fall-Vaccination-Operational-Planning-Guide.pdf

Anticipated Guidance

> Monovalent mMRNA COVID19 vaccines would NO LONGER be
authorized for use as boosters in children 5 years and older.

>No changes to primary vaccine products.
> No changes to the schedule for 6 months to 4 years-old.

UPDATED: September 20, 2022: CDC Fall Vaccination Operational Planning Guide
Information for the Fall Vaccine Campaign, Including Upcoming Pediatric Bivalent COVID-19 Vaccine as Boosters for Children
Aged 5-11 Years



https://www.cdc.gov/vaccines/covid-19/downloads/CDC-Fall-Vaccination-Operational-Planning-Guide.pdf
https://www.cdc.gov/vaccines/covid-19/downloads/CDC-Fall-Vaccination-Operational-Planning-Guide.pdf

STORAGE & HANDLING
PFIZER-BIONTECH STORAGE & HANDLING INFORMATION

AGE INDICATIONS

6 months through
4 years

5 years through
11 years

5 years through
11 years

12 years
and older

12 years
and older

Single Bivalent

. . . . . . Single Bivalent
FORMULATION Primary Series Primary Series Bodster Dosa Primary Series Boaster Dose
VIAL CAP COLOR/ /
LABEL WITH Maroon : Gray Gray
COLOR BORDER Bivalent label
PREPARATION Dilute Before Use Dilute Before Use Dilute Before Use
Do Not Dilute Do Not Dilute
AMOUNT OF DILUENT
NEEDED PER VIAL® 2.2mL 1.3 mL 1.3 mL
DOSE VOLUME/DOSE 0.2 mL/3 mcg 0.2 mL/10 mcg 0.2 mL/10 mcg 0.3 mL/30 mcg 0.3 mL/30 mcg
10 primary 10 primary 10 booster :
DOSES PER VIAL (after dilution) (after dilution) (after dilution) 6 primary Goaoster
ULT FREEZER

(-90°C TO -60°C)°

12 months

FREEZER
(-25°C TO -15°C)

DO NOT STORE

REFRIGERATOR

(2°c TO 8°C) 10 weeks
ROOM TEMPERATURE
(8°C TO 25°C) 12 hours prior to first puncture
including any thaw time
AFTER FIRST
PUNCTURE Discard after 12 hours

(2°C TO 25°C)

Il'VAC '

ILLINOIS VACCINATES '
AGAINST COVID-19

A project led by the lllinois Chapter
of the American Academy of Pediatrics

Diluent: Sterile 0.9% Sodium
Chloride Injection, USP. Do
not use bacteriostatic 0.9%
Sodium Chloride Injection or
any other diluent.

Regardless of storage
condition, vaccines should
not be used after 12
months from the date of
manufacture printed on the
vial and cartons.



Storage & Handling Pfizer *Pending Authorization*

The ORANGE caps and ORANGE vial label borders of both vaccines are IDENTICAL
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-— e égﬁﬁfﬂk&:ﬁh‘fg (C’g;t:\n:,r'lgp?.a‘kdm = E ; Aftoer dilution - 10 lll) o5 of 0 2 ml. A
Redter ety ©0 IFor use under Emergency Use Authorization, % = ' w |For intramuscular use. Contains no presarvative
P P ~ |After dilution store at 2 1o 25°C (35 to 77°F) and E= ' ~ For use under Emergency Use Authorization,
EEEE 00 |discard after 12 hours. of i o |After dilution store at 2 to 25°C (35 to 77°F) and
O~ |Dilution date and time: § - i N Ndiscard aftor 12 hours.
\ -~ — H Dilution date and time:
8= 5
Monovalent Bivalent
Pfizer-BioNTech COVID-19 Vaccine Pfizer-BioNTech COVID-19 Vaccine, Bivalent
Primary Series Only* (Original and Omicron BA.4/BA.5)

Booster Dose Only*

-o |Pfizer-BioNTech COVID-19 Vaccine = o lPfizer- BloNTech COVID-19 Vaccine, Bivalent
; DILUTE PRIOR TO USE Age Syto<12y = : ml and OmIcmn BMIBA
=N Ag:?v:ig#lzhsgu?lldg ((,:g:t‘:'l;rilol"\ts’p?o;‘:rbmlw : = Iafter dilut 10 doses of o 2mL ;
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& |discard atter 12 hours. = I [ e fton store o2 12 38°¢. (36 13 777 and
o n date and time: § - 2 discard after 12 hours.
§ E Dilution date and time:

Pfizer-BioNTech COVID-19 Vaccine, Bivalentl
Original and Omicron BA.4/BA.5

(]

c

g Refrigerator (2°C to 8°C) Up to 4 hours
\ ] Room Temperature (up to 25°C) | 30 minutes

v’ After dilution with 1.3 mL of 0.9% Sodium Chloride Injection, USP the vial contains 10 doses of 0.2 L (10 mcq)
v’ Prior to withdrawing a dose, check that the vial has not reached the 12-hour post-dilution expiration

v Withdraw 0.2 mL dose (10 meg) of Orange Cap vaccine for administration to individuals 5 through 11 years of age
v' Any vaccine remaining in vials (or syringes) should be discarded 12 hours after dilution




STORAGE & HANDLING

MODERNA STORAGE & HANDLING INFORMATION

AGE INDICATIONS AND | 6 months through 5 years 6 years through 11 years 12 years and older ié?:g;lseaBHiSa?g?r
FORMULATION i i i jes)* i jes)xx
(Primary Series) (Primary Series) (Primary Series) e e
VIAL CAP COLOR Dark Blue Dark Blue Red (5.5 mL) Dark Blue
B(;II;SII-EI%I(\:BOELIE)R Magenta Purple Light Blue Gray
PREPARATION Do Not Dilute Do Not Dilute Do Not Dilute Do Not Dilute
® 6to 11 yearsold:
DOSE VOLUME/DOSE 0.25 mL/25 meg 0.5 mL/50 mcg 0.5 mL/100 mcg primary O.esmt/ab med
® 12 years and older:
0.5 mL/50 mcg
Varies by age:
® 61011 years old:
DOSES PER VIAL 10 primary 5 primary 11 max primary 10 booster doses
doses doses doses ® 12 years and older:
5 booster doses
VLT EREEZER DO NOT STORE

(-90°C TO -60°C)

FREEZER
(-50°C TO -15°C)?

Until expiration

REFRIGERATOR
(2°C TO 8°C)

30 days

ROOM TEMPERATURE
(8°CTO 25°C)
including any thaw time

24 hours

AFTER FIRST
PUNCTURE
(2°C TO 25°C)°

Discard after 12 hours

1-VAC

ILLINOIS VACCINATES
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A project led by the lllinois Chapter
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* %

Regardless of storage
condition, vaccines should
not be used after the
expiration date.

After a vial is punctured
20 times it should be
discarded even if the
12-hour time limit has
not been met.

Can be used as adose in
those who received a
J & J primary dose.

Although labels may state
“booster doses only”, the
blue cap, purple label
border presentation is only
for use as a primary dose
in ages 6-11

*Pending
Authorization*



*Pending Authorization*

Ordering Information

Pfizer Pfizer* Moderna*
Formulation Bivalent Booster 5-11  Bivalent Booster 12+ Bivalent Booster 6+
# vials per tray 10 10 10
# doses per tray 100 60 50
. : 1 tray S trays 2 trays
Minimum order quantity (100 doses) (300 doses) (100 doses)
Delivery time ~1 week

Ancillary supplies will be provided for bivalent products, including a variety of 1 -inch and 1.5-inch needles and syringes. *Optout is
available for Pfizer 12+ bivalent and Moderna ¥ NOT for 5-11 bivalent.



Ancillary Kits

> Bivalent Moderna COVID19 vaccines for children aged 6-11 years, if
authorized.
> 2 ancillary kits per minimum dose order will be sent to accommodate double
the number of doses provided in each vial.

>Upon Moderna authorization, providers will need to specify pediatric
Intent within their vaccine order process to receive the appropriate
ancillary Kkit.

> An ancillary opt-out continues to be available for all non-diluent kits .



Ordering

IDPH
> Pre-ordering is open now Iin I-CARE for Pfizer COVIBEL9 Bivalent

for ages 5-11 years.
> Ordering for Moderna COVID19 bivalent for ages 6-17 years will
occur post-EUA.



Ordering
> CDPH

> Reach out to COVID19vaccine@cityofchicago.org



mailto:COVID19vaccine@cityofchicago.org

Pfizer

Pfizer-BioNTech
Ages 6 months-4 years

dosefinjection volume
{dilute before use)

Primary Dose:
Maroon Cap

Pfizer-BioNTech
Ages 5 years=11 years

dosefinjection volume
{dilute before use)

Primary/Booster Dose:

Pfizer-BioNTech
Ages 12 years—17 years

dosefinjection volume
(Do NOT dilute before use)

Primary Dose:
Gray Cap
| Bivalent Booster:
Gray Cap (gray label)

Pfizer-BioNTech
Ages 18 years and older

dosefinjection volume
(Do NOT dilute bafora use)
Primary Dose:
] Gray Cap
Bivalent Booster:
PFIZER Gray Cap (gray label) or
MODERNA Dark Blue Cap (gray label)

PRIMARY
DOSE 1

3 pg/0.2 mL

PRIMARY
DOSE 1

30 pgfo3 ml

PRIMARY
DOSE 1

30 pgfo3 mL

In 3-8
wee

In3-8
wee

In3-8
wee

In3-8
wee

PRIMARY
DOSE 2

3 pg/o.zml

PRIMARY
DOSE 2

30 pg/o3 mL

PRIMARY
DOSE 2

30 pg/03 mL

In at least

B weeks PRIMARY
e.a DOSE3
3 pg/D2 mL
In at least
5 months
3 b
In at least
2 months BOOSTER
s = BIVALENT

30 ug/03 mlL

In at least
2 months BOOSTER

e s BIVALENT

Pfizer: 20 pg/o.3 mL
Moderna: 50 pg/0.5 mL

* Complets the primary series with same product. If the vaccine product previously administeraed cannot be determined or is no longer available,
any age-appropriate mRNA COVID-19 vaccine product may be administered at least 28 days after the first dose.

t Persons with a recent SARS-CoV-2 infection may consider delaying a primary series or booster dose by 3 months from symptom onset or positive

test (if infection was asymptomatic).

% Some studies in adolescents and adults have shown the small risk of myocarditis associated with mRNA COVID-19 vaccines might be reduced and
peak antibody responses and vaccine effectiveness may be increased with an interval longer than 4 weeks, An B-week interval may be optimal for

people who are not moderately or severely immunocompromised and ages & months-544 years, especially for males ages 12-39 years. Source: CDC.

See the

for children who are transitioning

from a younger to older age group
during their vaccination window.

*Example:
Pending

Authorization*

See the CDC's Guidance for latest
updates and information on who is
considered moderately or severely
immunocompromised.

illinoisvaccinates.com



