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Disclaimer

All information in this presentation is subject to change.
Information shared in these slides are assumptions
as of 6/30/2022.
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Pfizer-BioNTech Pediatric Schedule: People Who Are NOT

Moderately or Severely Immunocompromised

Pfizer-BioNTech At least =
(6 months— Dose 1 3-8 WEEkS. Dose 2 w Dose 3 @
4 yea rs) (primary) (primary) (primary) —
0.2 mL (3 mcg)

Pfizer-BioNTech At least —
— 3-8 weeks 5 months —
(5-11 years) I[)c_:se 1 . Dgse 2 _____, Dose3 |=_:1‘
primary) (primary) (booster) =

0.2 mL (10 mcg)
Pfizer-BioNTech At least —
(12—-17 years) Dose 1 m Dose 2 M Dose 3 l: L"
(primary) (primary) (booster) e

0.3 mL (30 mcg)
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Pfizer-BioNTech Pediatric Schedule: People Who ARE

Moderately or Severely Immunocompromised

Pfizer- At least

. —_—
BioNTech Dose 1 ﬂ, Dose 2 w Dose 3
(6 (primary) (primary) (primary) g
months— —
4 years) 0.2 mL (3 mcg)
Pfizer- At least 4 At least 3 —
BioNTech Dosel 3 weeks , Dose2 weeks , Dose3 months | Dose 4 [._:_ L"
(5 years— (primary) (primary) (primary) (booster) —
11 years) 0.2 mL (10 mcg)
Pfizer- At least 4 At least 3 At least 4 —
BioNTech Dose1 3 Weeks , Dose2 weeks , Dose3 m__bonths Dose 4 ___.'months Dc(’zs: > =1
(12 years—  (primary) (primary) (primary) (booster) Nl =
17 years) 0.3 mL (30 mcg)
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Moderna Pediatric Schedule: People Who Are NOT

Moderately or Severely Immunocompromised

Moderna E—
(6 months— Dose 1 w Dose 2 |=— H
5 yea I’S) (primary) (primary) e
0.25 mL (25 mcg)
Moderna ==
(6—11 years) Dose 1 4-8 weeks Dose 2
——
(primary) (primary)
0.50 mL (50 mcg)
Moderna —
(12-17 years) Dose1 2BWeek  pose2 =
(primary) (primary) _"’_:_'_'_

0.50 mL (100 mcg)
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Moderna Pediatric Schedule: People Who ARE

Moderately or Severely Immunocompromised

Moderna At least 4 —
(6 months— Dose 1 4 weeks , Dose2 ﬂ. Dose 3 l"' 1-|
5 years) (primary) (primary) (primary) =
0.25 mL (25 mcg)
Moderna At least 4 —
(6—11 years) Dose 1 4 weeks , Dose2 ﬂ, Dose 3
(primary) {primary) {primary) —_—
0.50 mL (50 mcg)
Moderna At least 4 =
(12-17 years) Dose 1 w Dose 2 ﬂ, Dose 3 =1
(primary) (primary) (primary) —

0.50 mL (100 mcg)
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Moderna Boosters

Moderna is NOT currently approved for booster doses for individuals
under 18 years of age.

* Individuals that receive a primary series of Moderna vaccine should
NOT get a booster dose of Pfizer-BioNTech vaccine

* Individuals that receive a primary series of Pfizer-BioNTech vaccine
should NOT get a booster dose of Moderna vaccine

* FDA anticipates Moderna booster doses will be approved within the
next five months

Maine Department of Health and Human
Services



Schedule Resources

* At-a-glance schedule:

COVID-19 Vaccination Schedules

Ligs thee 5Chacies beiow to daterming how mary total COVID-19 vaccing coses & mcommanded
This schedule clinical

based on primary series product, age, and immune status. doss not inchude
dutails necessary for administering COVID- 19 vaccines. For clnical detals, seo the rescurces at the
end of this document,

COVID-19 Vaccination Schedule for Most People

https://www.cdc.gov/vaccines/covid- e

" " =
It GO st sohas Fas Eow
- "2 et ot for

19/downloads/COVID-19-vacc- e B~

schedule-at-a-glance-508.pdf —— T2
* Interim COVID-19 immunization :wi — - =] S
https://www.cde.gov/vaccines/covid- | — o
19/downloads/COVID-19- = - s

immunization-schedule-ages- _
6months-older.pdf
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https://www.cdc.gov/vaccines/covid-19/downloads/COVID-19-vacc-schedule-at-a-glance-508.pdf
https://www.cdc.gov/vaccines/covid-19/downloads/COVID-19-immunization-schedule-ages-6months-older.pdf

Pfizer-BioNTech COVID-19 Vaccine Products

== Product for ages == Product for ages == Product for ages
6 mons — 4 years =1 5-11 years =1 12 years and older
Authorized for ages 6 months—4 years 5-11 years 12 years and older
Vial cap color Maroon Orange Gray
Dose (MRNA 3 mcg 10 mcg 30 mcg
concentration)
Injection volume 0.2 mL 0.2 mL 0.3 mL
Dilution required Yes—2.2 mL Yes—1.3 mL No
Doses per vial 10 (after dilution) 10 (after dilution) 6

Maine Department of Health and Human
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Pfizer-BioNTech COVID-19 Vaccine Product for Ages

6 Months — 4 Years Label

s o |Pfizer-BioNTech COVI accine = :

. S| > |DILUTE PRIOR TO USE |Age 2y to < 5y |a= Vial label states
Vaccine may be il i After dilution - 10 doses of 0.2 m — Age 2y to <5y
discarded 12 i DFor intramuscular use. Contains no prgseyvative. -= 3 b q

o0 ” fter dilution store at 2 to 25°C (35 to 77°F) and § E : [ Mt C_an SUSE
hours after I rEi_s.ce;rd after 6 hours. = in children ages
dilution rather o ' Dilution date and time: § o 6 g2
than 6 hours. H %? _ years.
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Moderna COVID-19 Vaccine Products

— — * 6—11 years == °*12years and older
Authorized Age =! 6 months-5 years (primary series) ) (primary series)
group =_  (primary series) * 18 years and older L':"-;__ » 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 (primary, age 12+);
concentration) 50mcg (booster, age 18+)
Injection volume 0.25 mL 0.5 mL 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

Maine Department of Health and Human

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

p :

f . ' )
+ STORE FROZEN between M o} d erna 3
' -50° t0 -15°C (-58° to 5°F). 1 Labeled for “BOOSTER
E . Protect from light. No preservative. C O Vl D '1 9 R .
' After first use, hold at 2° to 25°C Vaccine = DOSES ONLY” but is
J8 ' (36° to 77°F). Discard after 12 hours. : S .
703595 Record date/time of first use: %ﬁggﬁggﬂlgﬂnjecﬁon S authorized for:
Scan here for FDA-authorized Fact Sheet -~ . .
forddosg(?e and adminis;ration, For use undor * Prima ry d oses In
and product expiration dates, or visit .
www.modernatx.com/covid19vaccine-e BOOSTER DOSES ONLY children ages 6-11
Mfd. for: Moderna US, Inc., 2.5 mL Multi-Dose Vial years
L Cambridge, MA 02139 Booster Dose: 0.5 mL :
K * Booster doses in
adults ages 18 years
and older

Maine Department of Health and Human
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Product Resources

Storage, handling, preparation, and administration

job aids by product: e I

https://www.cdc.gov/vaccines/covid-19/info-by- ‘

product/index.html

Pfizer-BioNTech label infographic: =

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

product/pfizer/downloads/infant-label-info.pdf

Moderna label infographic:

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

product/moderna/downloads/Moderna-children-

updated-label-iinfo-508.pdf

At-a-glance job aids

* Pfizer-BioNTech:
https://www.cdc.gov/vaccines/covid-19/info-
by-product/pfizer/downloads/vaccine-at-a-
glance.pdf
* Moderna:

https://www.cdc.gov/vaccines/covid-19/info-
by-product/moderna/downloads/vaccine-at-
a-glance.pdf

("

Maine Department of Health and Human
Services
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https://www.cdc.gov/vaccines/covid-19/info-by-product/index.html
https://www.cdc.gov/vaccines/covid-19/info-by-product/pfizer/downloads/infant-label-info.pdf
https://www.cdc.gov/vaccines/covid-19/info-by-product/moderna/downloads/Moderna-children-updated-label-iinfo-508.pdf
https://www.cdc.gov/vaccines/covid-19/info-by-product/pfizer/downloads/vaccine-at-a-glance.pdf
https://www.cdc.gov/vaccines/covid-19/info-by-product/moderna/downloads/vaccine-at-a-glance.pdf

Vaccine Dosage: CDC’s Recommendation

CDC’S recommendation: 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.

If a person moves from a younger age group to an older age group
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.

FDA authorization allows for dosing options for certain age transitions. If
these options occur, they are not considered errors and the doses
“count”.

Maine Department of Health and Human
Services
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FDA Allowance for Moderna Age 5 to 6 Years

Children who will turn from age 5 years to 6 years between doses in the primary series to receive,
for any primary dose: (1) the Moderna COVID-19 Vaccine product authorized for children ages 6
months—5 years or (2) the Moderna COVID-19 Vaccine product authorized for children ages 6—-11

years.

T——T—D Y N VR
- - ~ " ~ "
S B R R

4-8 weeks
(= J —or ‘g Sle. — J o ‘g
— - — =
- L JTeaee — .
Dose 2 (Age 6):

Dose 1 (Age 5):
0.25 mL (25 mcg) of the product for ages
6 months—5 years or
0.50 mL (50 mcg) of the product for
ages 6—11 years

0.25 mL (25 mcg) of the product for ages
6 months—=5 years or
0.50 mL (50 mcg) of the product for ages
6—11 years

Maine Department of Health and Human 16
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FDA Allowance for Moderna Age 11 to 12 Years

Children who will turn from age 11 years to 12 years between doses in the primary series to receive, for
any primary dose: (1) the Moderna COVID-19 Vaccine product authorized for children ages 6-11 years or
(2) the Moderna COVID-19 Vaccine product authorized for people ages 12 years and older.

Dose 1 (Age 11):
0.50 mL (50 mcg) of the product for ages
6—11 years
0.50 mL (100mcg) of the product for ages
12 years and older

Maine Department of Health and Human

A >
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_ 4-8 weeks
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S
— e HE

Services
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__.0 r__

oC—.

(o

[

Dose 2 (Age 12):
0.50 mL (50 mcg) of the product for
ages 6—11 years
0.50 mL (100mcg) of the product for
ages 12 years and older

17



FDA Allowance for Pfizer-BioNTech Age 4 to 5 Years

Scenario 1: A 2-dose primary series using the product for people ages 5-11
years (orange cap)

.’/-—-\\‘. -
— S—
3-8 weeks
— | rs —
L‘"" j.‘ 1 (T L"" j‘
— 1 R
Dose 1 (Age 4): ose 2 (Age 5):
0.2 mL (10 mcg) of the product 0.2 mL (10 mcg) of the product
for ages 511 years for ages 511 years

Maine Department of Health and Human
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FDA Allowance for Pfizer-BioNTech Age 4 to 5 Years

Scenario 2: A 3-dose primary series initiated with the product for ages 6
months—4 years. Dose 2 and 3 may be with: the product for ages 6 months—4

years or the product for ages 5—-11 years.

" " " " "
—_— —— —_— —_—— -_—
3-8 weeks _— 8 weeks ——
= — " ="= = "=
— —
. / ./ ./
Dose 1 (Age 4): Dose 2 (Age 4 or 5): Dose 3 (Age 5):
0.2 mL (3 mcg) of the 0.2 mL (3 mcg) of the product for 0.2 mL (3 mcg) of the product
product for ages 6 ages 6 months—4 years, or for ages 6 months—4 years, or
months—4 years 0.2 mL (10 mcg) of the product for 0.2 mL (10 mcg) of the
ages 5—11 years product for ages 511 years
Maine Department of Health and Human 19
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Aging up Resources

Moderna:
https://www.cdc.gov/vaccines

/covid-
19/downloads/Moderna-
Child-Age-Transition-508.pdf

Pfizer-BioNTech:
https://www.cdc.gov/vaccines

/covid-19/downloads/Pfizer-
Child-Age-Transition-508.pdf

P'izer-BigNTgch QOVIQ-]9 Vaccine

A saries should receve:

Dose T:Ages
S —
Y o] = +weeks
i —
= =

Children who turn from age 5 to age 6 years

) ecommers Chicren whe sttt by e an e o e 0 ey bedre cormgetin o the

p—
el
n —
) =

7 Accoptable: 1 the followies dosing oczurs, i s NOT conicered i ervor and the peimary series s conidered complete

e (cdark bhoe cap pur e Label border!

Dose ZAge

i (

== 020mL{10meg) | o=
s—- o the product T
authorzed b
<hidrem ages
- S-11yens -
= jangecapand | =
= Ltoel o) S

Jrrect from age 410 3ge 5 years between dose 2 and dose 3

"\ Sweels  Dose3iAges:
— Q20mL(10meg) | ——
S | e of the product |

1 yeors
forange cap and
T Lt bordier)

SIER=

(

ki a0 errey and the pemary series is comidered compiete

besewe peoduct authortzed for chidren ages 5-11 years

Dose2iAgedors
| -
p—-
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https://www.cdc.gov/vaccines/covid-19/downloads/Moderna-Child-Age-Transition-508.pdf
https://www.cdc.gov/vaccines/covid-19/downloads/Pfizer-Child-Age-Transition-508.pdf

Interchangeability

e COVID-19 vaccines are not interchangeable.

 The same mRNA vaccine product should be used for all doses of the
primary series.

* |n exceptional situations in which the mRNA vaccine product
administered for a previous dose(s) of the primary series cannot be
determined or is not available, either age-appropriate available mRNA
COVID-19 vaccine product may be administered at a minimum interval
of 28 days between doses to complete the mRNA COVID-19 primary
vaccination series.

Maine Department of Health and Human
Services
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Mixed Series for Children Ages 6 Months — 4 Years

e Children ages 6 months—4 years who receive different mRNA
products for the first 2 doses of an mMRNA COVID-19 vaccine series
should receive a third dose of either mRNA vaccine 8 weeks after the
second dose to complete the 3-dose primary series.

Maine Department of Health and Human
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Mixed Series for Children Ages 6 Months — 4 Years

= Scenario 1:

/G
" —~—"
— -_—
4-8 weeks 8 weeks
lh ”
Dose 1: Dose 2:
0.20 mL (3mcg) of the 0.25 mL (25mcg) of the
Pfizer-BioNTech product Moderna product for
for ages 6 months ages 6 months through
through 4 years 5 years

oo

__0 r'__

Dose 3:

-=0f--

o

0.20 mL (3mcg) of the Pfizer-BioNTech
product for ages 6 months through 4 years

0.25 mL (25mcg) of the Moderna product

for ages 6 months through 5 years

Maine Department of Health and Human

Services
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Mixed Series for Children Ages 6 Months — 4 Years

I
e —" " ~— "
— — —_—— -_—
4 — 8 weeks 8 weeks
i --or -- —
— —— - —
Dose 1: Dose 2: Dose 3: _ _
0.25 mL (25mcg) of the 0.20 mL (3mcg) of the 0.20 mL (3mcg) of the Pfizer-BioNTech
Moderna product for ages  Pfizer-BioNTech product for product for ages 6 months through 4 years
6 months ages 6 months through 4 -—-or--
through 5 years years 0.25 mL (25mcg) of the Moderna product
for ages 6 months through 5 years
Maine Department of Health and Human 24
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Preventing Vaccine Administration Errors

Clinical guidance for errors:
https://www.cdc.gov/vaccines/

covid-19/clinical-

considerations/interim-

considerations-

us.html#tappendix-c

Handout:
https://www.cdc.gov/vaccines/

hcp/admin/downloads/vaccine-

YOU CALL_THE
SHOYS

Vaccine Administration:
Preventing Vaccine
Administration Errors

I

A Vaccine administration eecr & any prevertable everit TNt ey Cause Of kead 10 INEEAOPrite Medication use or pationt ham. ' Vaccone

enors can have IncAuding inacdequuans immusclogical Protection, possitie injury o e patient, coit,
iccrmversence, and techuced corddence in the heakth care debvery iyviern. Take prewtie sctiont 1o o vaccre SAMLTaZon eron
and ertablish an eevronmEnt that values FROMIG and IMAREGATNG €rao a1 part of itk management and qualty Impeovement

p Vaccine Admink

administration-preventing-

errors.pdf

Cirve ademinitration erron mury be due 50 causes wich 41

uMcient 1£3f raing * Lack of sandardined protocoh

on  Patient resderafication

* Changen in recammendatom © Uung nomitandaed of error prone ablinevatons.

If an emor occurs, Getermine how it OCCurmed and take the Jppropriate SCLIONS 10 Put Strategies i place 10 prevent it from

v COmOn vaceine admnlslralion etrors

s ctentry betose admana

g vaccinen.

the importance of svuding urnecestary o

e

s O It rLEhons mewn (taft

VATONES 10 G TNt 21 2 THMe. ¥ Mare Than 0ne DTt eweds vaccines
chnical encourter (6.3, Parent with two chikdren, 215 diflecent provdens 1 e
e Alzermateety, birng Crly ore pateet s vaccines nto e Teatmant area st a time.
ine arxt pusent narme

prone abbrewations 1o document vacne dm
Toets) Preventive Actions Bt the intianasal soute a0t IN, which & easdly ¢
. Circle importan informaton on the packagng (o emphaiine the Giffemence Detween the vacones
route, site, or Inchacde the brand name with the vaccne abbrevaation wheneves poswitie (€9, FCV1 ) Prevrari 10 in
dorage (amount); orders. medical screems foarance of ook a4k names cr germec sbirevastions on computer screeea,If porstse
o fnpuipaty Separate vACOnes Into bines or Othes CONAMErs 3CCOrGNg 10 TyDe and foemulation. Use coler osed
sorage anxd Panding rareng buated on mansctises guadance sndor
Identheanen abeh on vaccine SIorage CONtainers Tt tanding - gl
Store 00k ale vaCCines in Offerent areas of the SLMQE LN (€3, POSUtr and S0t Sormulations of
he same vaccine oo diffevent shefves in the unit o thare with the o ates ane i The frome of the s10rage wnit. Use
Do ot Int vace s with Kook alike e vequentialy on computer scrrent, order form, o sl
recondt, # posutie
Yo Ones Shuents Hom s1oeage ot aned aveds whene Wabie raCines are stored
Conuder uting ‘e slert” or Tock alike” 15cken 0n packsgng and sress where these vaccies
S eved o 00 1 mpmper termeerstusn aned cortact the stite or kocal ierraredation
Comuder purhasng products with kook-skke packsging o diferent manulacturen, ¢ powsble ihe vccine manutactuer
Extabinh Do NOT Diaturh” or no-nterruption armas of Bimes when vaccnes are beeg jrepared of Tp—
sdminsered
= o 10 otan 4 cometete vaccnaticn hatory wng e mruraton Sormation
Prepu vaccirm dor re patect & 3 tme Once preparecd el the ttinge with vacce name | éodmpon seahramee oo b
06 not administes vacones prepaned by omecne ehe
fp smirustration trareng. nchuding 1mng 3nd 1gacing of vaccie, 10 Creatancn
Trphe Chack work before administering & vaccne and a1k another WLl member o check. S I —
Kot reference maneriais 0n recommended ses. 1outes, a0 fbedbe lengthi 4o each vacone uied in Prcity intants, wheduie smmuncation viuts aher the brday
Clearly identiy Ghmres § the mard atumer s bel Could mirinad Wl o Beberng e disert n the fhunization schedules for chidren and adults That stafl an quickly reference i chvcal
vaccioe ftyell iranons may be prescrided and administered
Intesraie A< TS 0 Ofer{aton  cEhar g e edcAton Bt i oA g oiin O
requrementy e for OTaf Tetap, hait, POV, s poii vaccirm besith care
Provide education when new Pty are added 10 Fwenory o recommendaton sre updited Jench-up schedue for chiden
Use stancing ceders, # spprogriate Jarc pations o hom mpertart 8 11 for them 1 mantam o sy
T S o S N PPy o 1 2 Medcmon bror. . by Cotem. Mt OC Amevcan Pharmacsin Anocose

0 report vaccme admnet ston eron
IS 1o e an ehectrone repon. pleuie we the
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https://www.cdc.gov/vaccines/covid-19/clinical-considerations/interim-considerations-us.html#appendix-c
https://www.cdc.gov/vaccines/hcp/admin/downloads/vaccine-administration-preventing-errors.pdf

Interim Clinical Considerations

Interim Clinical Considerations

for Use of COVID-19 Vaccines
Currently Approved or
Authorized in the United
States:
https://www.cdc.gov/vaccines
/covid-19/clinical-
considerations/interim-
considerations-us.html

M COVID-19 Vaccination

FAQs for the Interim Clinical
Considerations:
https://www.cdc.gov/vaccines
/covid-19/clinical-
considerations/fag.html

Maine Department of Health and Human

oduct Info by US. Vaccine

I Interim Clinical Considerations

6 O 0 &

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

Use of COVID-15 Vaccines in the

2= Summary of recent changes (last updated June 24, 2022).
= New guidance for use of Moderna COVID-19 Vaccing in children and adolescents ages 6=17 years
Reference Materials Get Email Updates
sument for Interim Clinical Considerations Receive email updates about this
page.
Gt Emall Updates
ler Reg i

About the clinical considerations

ealth Departments Key points

Pl Irpose
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https://www.cdc.gov/vaccines/covid-19/clinical-considerations/interim-considerations-us.html
https://www.cdc.gov/vaccines/covid-19/clinical-considerations/faq.html

Clinical Resources

Vaccines & Immunizations

US COVID_19 VaCC|ne CDC = COVID-19 Vaccination © OO0 &

Product Information: A conp e acnten | U.S. COVID-19 Vaccine Product Information
htt pS://WWW.CdC.gOV/ I Product Info by U.S. Vaccine Espaiil

. . Pfizer-BioNTech Vaccines
Va CCI n e S/COVI d - Find a suite of information and materials that are needed for each specific COVID-19 vaccine that cover administration,
Moderna Vaccine storage and handling, safety, and reporting.

19/i nfo_ bv_ Janssen/)&] Vaccine

product/index htmI on Pfizer-BioNTech | Moderna Janssen/]&J
.
EUI
Interim COVID-19 Prevaccination Screening Form
. v
FAQs for Healthcare Professionals Immunization Schedule COVID-15 Prevaccination Guidelines
. . . . +
Interim Clinical Considerations E] for Ages 5 Download a prevaccination checklist in multiple
Find guidance for COVID-19 languages.
Clinical Care vaccination schedules based on
age and medical condition. Arabic B, Dari B, English B, French (Canada) &,
Provider Requirements and Haitian Creole B, Korean B, Pashto B, Portuguese
Support (Portugal) B, Simplified Chinese B, Spanish B,
Ukrainian B , Vietnamese &

Training and Education

Maine Department of Health and Human 27
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https://www.cdc.gov/vaccines/covid-19/info-by-product/index.html

Miscellaneous

No shipments on 4t of July

Pfizer-BioNTech expiration look up tool available in July

Moderna 6-11 ancillary kits — packaged at 140 quantity with 1” needles
Alternative languages not yet available for EUA Fact Sheets

Novavax
e Only 3 million purchased under contract
* 100 minimum dose quantity — 10 dose vials/10 vials in box
e 2 dose series
* Anticipated to be available in August

Maine Department of Health and Human
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Questions?

Maine Immunization Program

Education: ImmunizeMe.DHHS@ Maine.gov
ImmPact: ImmPact.Support@Maine.gov

MIP Website: www.ImmunizeME.org

www.bravelikeme.com

Maine Department of Health and Human Services 29
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