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Housekeeping

* How to Ask Questions

* Click on the icon found at the bottom part of your screen

* A box will open where you can type in questions, comments,
indicate sound problems, etc.

e Use this throughout the webinar to ask questions

* Slides & Recording

* This webinar is being recorded and a link as well as slides will
be emailed out through our listserv as well as posted on our
website at: www.michigan.gov/COVIDvaccineprovider



http://www.michigan.gov/COVIDvaccineprovider
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o
Public Health Problem: Summary of Evidence
—
e Children 5 through 11 years of age are at risk of severe illness from COVID-19

* Over 1.9 million reported cases and greater than 8,300 hospitalizations through
mid-October
* Cumulative hospitalization rate similar to influenza season

e Multisystem Inflammatory Syndrome in Children (MIS-C) most frequent among
children 5-11 years

* Other post-COVID conditions have been seen in children
e COVID-19 in children leads to missed school for themselves and their
communities

* Wide use of an effective vaccine would reduce public health burden of
COVID-19 in children 5 through 11 years of age



Safety and Efficacy




Safety: Reactogenicity
Pfizer-BioNTech COVID-19 Vaccine, 5-11 Year Old's

—

* Local reactions (redness, swelling, pain at the injection site) and systemic reactions
(fever, nausea/vomiting, headache, fatigue, chills, new or worsened muscle pain,
new or worsened joint pain) were reported for 7 days following each dose

* 2.7% of vaccinated vs. 1.1% placebo arm had a local or systemic grade 3 or greater
reaction after either dose

* Most reactions were grade 3; 1 child in the vaccine arm had a grade 4 fever
greater than 40.0° C; there were no other grade 4 reactions

* Pain at injection site, fatigue and headache were the most common
* More common after dose 2

* No deaths were reported among trial participants

* No cases of Myocarditis were reported among trial participants



Myocarditis: Estimated risks for every million Pfizer-BioNTech

COVID-19 vaccinations in children 5-11 years of age
—

e Rates of myocarditis after vaccination in 5—-11-year-olds unknown

* No cases occurred during clinical trials (n=3,082 with at least 7 days
follow-up)

* Myocarditis after vaccination in 5-11-year-old population likely lower
than rates seen in 12—15-year-olds

* Underlying epidemiology of viral myocarditis varies greatly between
children aged 5-11 and 12—-17 years: substantially lower in children

5-11 years of age
* Dose used in 5-11-year-olds (10pg) is a third of dose used in 12—-15-
year-olds (30ug)



Counseling: Pfizer COVID-19 Pediatric Vaccine

With the participants in the 5 through 11 trials there were NO cases of myocarditis
reported

* The Advisory Committee on Immunization Practices’ Interim Recommendation for Use of Pfizer-
BioNTech COVID-19 Vaccine in Children Aged 5—-11 Years — United States, November 2021 |
MMWR (cdc.gov)

Myocarditis/pericarditis after an mRNA vaccine is lower than the risk of myocarditis
associated with COVID-19 infection in adolescents and adults

People receiving mRNA vaccines, especially males ages <30 years, should be educated
about the possibility of myocarditis/pericarditis following an mRNA vaccine

* Seek care for symptoms of:
* Chest pain, shortness of breath, feelings of having a fast-beating, fluttering, or pounding heart

Most patients responded well to medicine and rest
If you have any health problems after vaccination, report them to VAERS



https://gcc02.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.cdc.gov%2Fmmwr%2Fvolumes%2F70%2Fwr%2Fmm7045e1.htm&data=04%7C01%7CLoynesH%40michigan.gov%7C0af814d2ec6946bf822308d9a2b2d0b4%7Cd5fb7087377742ad966a892ef47225d1%7C0%7C0%7C637719711149903867%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=ep1IfLBLApkEQWlw3Pndr9z1EKALqQ2XVrk2JkP%2Fmoc%3D&reserved=0
https://vaers.hhs.gov/reportevent.html

COVID-19 Vaccines and Seropositivity
—
Data from Phase 3 Clinical Trial:
* 9% of children in clinical trial were baseline COVID-19 seropositive

* Post-vaccination antibodies higher in children who were baseline seropositive

* Rates of local and systemic reactions, as well as adverse events, were lower in children who were
baseline seropositive

Data from U.S. Studies:

* Approximately 38% of children aged 5—-11 years have evidence of prior COVID-19 infection based on
seroprevalence estimates
* Prior infection can result in protection against infection but not 100% and likely decreases over time

e Children have a greater proportion of asymptomatic infection relative to adults
* Asymptomatic infection can result in lower antibody levels than severe disease

Viner RM, Ward JL, Hudson LD, et al. [published online ahead of print, 2020 Dec 17]. Arch Dis Child. 2020;archdischild-2020-320972 2.
Irfan O, Muttalib F, Tang K, Jiang L, Lassi ZS, Bhutta Z. [published online ahead of print, 2021 Feb 16]. Arch Dis Child. 2021;106(5):440-448 3.

Dawood FS, Porucznik CA, Veguilla V, et al. [published online ahead of print, 2021 Oct 8]. JAMA Pediatr. 2021;10.1001/jamapediatrics.2021.4217. doi:10.1001/jamapediatrics.2021.4217 4.
Poline J, Gaschignard J, Leblanc C, et al.. Clin Infect Dis. 2021;72(12):2215-2217. d0i:10.1093/cid/ciaal044



a

Vaccine Efficacy

* Vaccine efficacy against symptomatic lab-confirmed COVID-19 was 90.9%
(95% Cl: 68.3%, 98.3%)

e 3 cases in the vaccine arm (N=1461; surveillance time: 369 person-years)
e 16 cases in the placebo arm (N=714; surveillance time: 179-person-years)



Benefits and Harms Summary
—
* Clinical trial demonstrated Pfizer-BioNTech COVID-19 vaccine is safe,

immunogenic and efficacious in children 5-11 years of age

* Trial not powered to assess rate of rare adverse events; no cases of
myocarditis in ~¥3100 vaccinated children

* Balance of benefits and risks varies by incidence of COVID-19
* Largest benefits with higher incidence
* Benefit/risk balance favorable, regardless of seropositivity rates

* While many children 5-11 years of age may be seropositive, unknown
duration of protection for asymptomatic infection in children

» Safety data reassuring in seropositive population



New EUA Fact Sheets




CONTENT-SPECIFIC COVID-19 RESOURCES
Webinars
- Upcoming Noontime Knowledge: October 1, 2021 at 12:00 p.m. EST
Education Corner
Enrollment
Redistribution

Vaccine Billing and Vaccine Code Sets

Product-Specific Information & EUAs

Pfizer
Moderna

Janssen (Johnson & Johnson)

EUA Fact Sheets

- EUA Fact Sheet for Healthcare Professionals
o 5 Through 11 Years of Age, Orange Cap (must dilute) - UPDATED 10/29/21
° ears o urple i
« EUA Fact Sheet for Recipients
o 5 Through 11 years of Age - UPDATED 10/29/21
= Spanish - UPDATED 10/29/21
o 12 Years of Age and Older - UPDATED 10/29/21
= Spanish - UPDATED 10/29/21
Important: Print and provide the above EUA Fact Sheet to each COVID-19 vaccine
recipient/caregiver in Michigan.
= This version includes the information statement about the MCIR (as indicated in Michigan VISs). Per
state law, patients/parents must be informed about MCIR

- Translations 12 Years of Age and Older - UPDATED 10/20/21
o Chinese Simplified - UPDATED 10/20/21
o Haitian - Creole - UPDATED 10/20/21
o Hmong - UPDATED 10/20/21
o Korean - UPDATED 10/20/21
o Spanish - UPDATED 10/20/21
o Tagalog - UPDATED 10/20/21
o Vietnamese - UPDATED 10/20/21

Updated EUA Fact Sheets
www.michigan.gov/covidvaccineprovider

ENGLISH

FACT SHEET FOR HEALTHCARE PROVIDERS ADMINISTERING VACCINE
(VACCINATION PROVIDERS)

EMERGENCY USE AUTHORIZATION (EUA) OF
THE PFIZER-BIONTECH COVID-19 VACCINE TO PREVENT COROMNAVIRUS
DISEASE 2019 (COVID-19)

FOR 5 THROUGH 11 YEARS OF AGE
DILUTE EEFORE USE

The U.S. Food and Drug Administration (FDA) has issued an Emergency Use
Authorization (EUA) to permit the emergency use of the unapproved product,
Pfizer-BioNTech COVID-19 Vaccine, for active immunization to prevent
COVID-19 in individuals 5 years of age and older.

This Fact Sheet pertains only to Pfizer-BioNTech COVID-19 Vaccine supplied
in a multiple dose vial with an orange cap and a label with an orange border
and which is authorized for use to provide a 2-dose primary series to
individuals 5 through 11 years of age. The vial labels state: Age Sy to <12y.
The carton labels state: For age 5 years to <12 years.

Pfizer-BioNTech COVID-19 Vaccine which is supplied in a multiple dose vial
with an orange cap and a label with an orange border, should not be used in
individuals 12 years of age and older.?

SUMMARY OF INSTRUCTIONS FOR COVID-19 VACCINATION PROVIDERS

accination providers enrolled in the federal COVID-19 Vaccination Program must
report all vaccine administration errors, all serious adverse events, cases of
Multisystem Inflammatory Syndrome (MIS) in adults and children, and cases of
COWID-19 that result in hospitalization or death following administration of
Pfizer-BioNTech COWVID-19 Vaccine. See "MANDATORY REQUIREMENTS FOR
PFIZER-BIONTECH COVID-19 VACCINE ADMINISTRATION UNDER
EMERGENCY USE AUTHORIZATION" for reporting requirements.

The Pfizer-BioMTech COVID-19 Vaccine is a suspension for intramuscular
injection.

The Pfizer-BioMTech COVID-19 Vaccine, which is supplied in a multiple dose wvial
with an orange cap and a label with an orange border, is administered, after

! Motwithstanding the age limitations for use of the different formulations and presentations

gars to 12 years of age between their first and

ar either dose, either: (1) the Pfizer-BioNTech

1 individuals 5 through 11 years of age (each 0.2
y, or (2) COMIRMNATY or one of the Plizer-

ed for use in individuals 12 years of age and

l&) {gray and purple cap).



http://www.michigan.gov/covidvaccineprovider

Clinical Considerations




Interim Clinical Considerations for Use of COVID-19 On This Page
VaCCineS CUITEHUV Approved or AU.thO]fiZ@d in the Purpose Vaccination of children and adolescents
United States

Overview of COVID-19 vaccine recommendations Patient counseling

CDC now recommends that children between the ages of 5 and 11 years receive the Pfizer-BioNTech pediatric COVID-19
Vaccine. Get more information and read CDC's media statement.

COVID-19 vaccine dosing and schedule Considerations for mRNA COVID-19 vaccines: Ffizer-
BioNTech and Moderna

Reference Materials Get Email Updates Interchangeability of COVID-19 vaccine products
Considerations for Janssen COVID-15 Vaccine

summary Document for Interim Clinical Considerations I TO_ receive email updates ‘?DD“t People who received COVID-19 vaccine outside the
this page, enter your email United States Contraindications and precautions
Summary Document for Interim Clinical Considerations poster B address:
COVID-19 Vaccine Administration Errors and Deviations I Email Address Pt_—:'o_ple w_hu_recewed_COVlD- S vaccine as partofa Reporting of vaccine adverse events
clinical trial in the United States
COVID-19 Vaccine Administration Errors and Deviations Poster B What's this? Laboratory testing
Coadministration of COVID-19 vaccines with other
Presentation: Clinical Care Consideration Slides for Healthcare Providers & vaccines
Appendix A. Vaccine administration errors and
deviations
COVID-19 vaccination and SARS-CoV-2 infection
Summary of recent changes (last updated November 3, 2021): . . . . .
Y ges ( P ! ) Appendix B: Triage of people with a history of allergies
* Recommendations and clinical guidance for use of Pfizer-BioNTech COVID-19 Vaccine in children aged 5-11 years Vaccinating people with a known COVID-19 exposure or or allergic reactions
o
including updated section on Vaccination of children and adolescents during COVID-19 outbreaks

* Updated guidance on COVID-19 vaccine dosing and schedule

. . o o . ) _ Appendix C: Ingredients included in COVID-19 vaccines
* Updated guidance for myocarditis and pericarditis after mRNA COVID-19 vaccination in section on Considerations for

. o Vaccinating people receiving medical care unrelated to
mRNA COVID-19 vaccines: Pfizer-BioNTech and Moderna

COVID-19 or undergoing SARS-CoV-2 screening

* New guidance for people who received passive antibody products in section on COVID-19 vaccination and SARS-CoV- Appendix D: Potential characteristics of allergic
2 infection reactions, vasovagal reactions, and vaccine side effects
Considerations for COVID-19 vaccination in moderately following COVID-19 vaccination

¢ Updated guidance in section on People who received COVID-19 vaccine outside the United States

_ _ _ _ o _ and severely immunocompromised people
s Updated guidance in section on People who received COVID-19 as part of a clinical trial in the United States

* Updated guidance on Considerations for COVID-19 vaccination in moderately and severely immunocompromised ) ) ) References
people Considerations for use of a COVID-19 vaccine booster
* Updated guidance in section on Contraindications and precautions dose Previous Upclates
¢ Updated Table in Appendix A: Vaccine administration errors and deviations
« Updated Appendix B: Triage of people with a history of allergies or allergic reactions ]tcionls.meratlons involving pregnancy, lactation, and
ertility

* Updated Appendix C: Ingredients included in COVID-19 vaccines

CDC Interim Clinical Considerations for Use of COVID-19 Vaccines
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

Who Can Receive Pfizer
COVID-19 Pediatric
Vaccine?




Pfizer COVID-19 Pediatric Vaccine Recipients

—

Children with underlying medical conditions may be at increased risk for severe
illness from COVID-19

e Some children without underlying medical conditions may get severe COVID-19

COVID-19 vaccine is recommended for everyone ages 5 years and older, regardless
of underlying medical conditions

People with known current COVID-19 infection should defer vaccination until the
person has recovered from the acute illness AND met criteria to discontinue
isolation

* Serologic testing to assess for prior infection is not recommended for vaccine decision-making

COVID-19 vaccine is recommended for everyone ages 5 years and older, regardless
of a history of symptomatic or asymptomatic COVID-19 infection


https://www.cdc.gov/coronavirus/2019-ncov/need-extra-precautions/people-with-medical-conditions.html#ChildrenAndTeens

Storage and Handling




Pfizer COVID-19
Pediatric
Vaccine Basics

Pfizer-BioNTech COVID-19 Vaccine, Multiple Dose Vial with Orange Cap and
Label with Orange Border

Doses Per
Vial After
Age Range Dilution Information Dilution Dose Volume
Dilute with 1.3 mL
sterile 0.9% Sodium
Chloride Injection,
USP prior to use

5 through 11 years
(Vial labels state:
Age 5y to <12y)

10 0.2mL

Store vaccine in an ultra-cold freezer or refrigerator—Use Resources
e Store in the original carton
* Do not store in the thermal shipping container or a freezer
* Do not refreeze thawed vaccine

Pfizer COVID-19 Pediatric vaccine multidose vial—maximum of 10 doses
per vial, based on EUA

Administer as Intramuscular (IM) injection in the deltoid muscle
* Anterolateral thigh may be used if needed
Schedule 2-dose series separated by 21 days (3 weeks)



Orange Cap

Storage conditions

StO rage Ultralow teﬂmperatu:e freezer & months
Al (-90°C to -60°C)
Conditions
Freezer (-25°C to -15°C) N/A




—Vial Storage Prior to Use
—
* Once received, frozen vials may be immediately transferred to the refrigerator at

2°Cto 8°C (35°F to 46°F), thawed and stored for up to 10 weeks

e Alternatively, frozen vials may be stored in an ultra-low temperature freezer at
-90°C to -60°C (-130°F to -76°F) for up to 6 months

« Do NOT store vials at -25°C to -15°C (-13°F to 5°F)

 May also arrive at 2°C to 8°C (35°F to 46°F)
* |f received at 2°C to 8°C, they should be stored at 2°C to 8°C

* Ensure carton is updated to reflect the 10-week refrigerated expiry date

* Regardless of storage condition, vaccines should not be used after 6 months
from the date of manufacture printed on the vial and carton

Once vials are thawed, they should not be refrozen



—Vial Storage During Use -
;

Pfizer COVID-19 Vaccine Temperatures BEFORE and AFTER Puncture

S el e et =38 May be stored at 8°C to 25°C (46°F to 77°F) for a total of 12 hours prior
Before Puncture to dilution (including thaw time)

Vial should be held between 2°C to 25°C (35°F to 77°F), discard vial 12

hours after dilution
Discard any remaining vaccine after 12 hours

Storage Temperatures:
AFTER dilution

* |If not previously thawed 2°C to 8°C (35°F to 46°F), allow vials to thaw at room
temperature up to 25°C (77°F) for 30 minutes

* Vial label/carton may state that a vial should be discarded 6 hours after 15t puncture

* Information in the Fact Sheet supersedes number printed on vial labels and cartons



—Expiration Guidance

' COVID-19 Vaccine Expiration Date Tracking Tool

* Vaccine may be stored until the expiration date

Use this tracking tool to record updated expiration dates for COVID-19 vaccine as additional stability data are available from the manufacturer. When
the current expiration date gets close, contact the manufacturer before discarding vaccine. Document the current date, the vaccine lot number, and

. the updated expiration date in the appropriate columns, including the information source and the name of the person completing this form. Keep this
* Expires 6 months after manufacture date oS el

Product name: facturer: Original Exp Date:

Expiration date info is available at (include all available information from manufacturer; website, app, phone number.)

* The manufacture date is printed on the T
vial =

Updated Expiration Date Info Source

09/01/2020 ABCI2Z3DEF456 06/30/2021 I¥) Website [ Barcode Susie Smith-RN

e Count out 6 months, using the month printed
on the vial as month 1

* The vaccine expires on the last day of the 6t
month

017072021

https://www.cdc.gov/vaccines/covid-19/downloads/expiration-tracker.pdf

08/2021 08/2021 08/2021 08/2021

LELY

"
(_
 SA——

Month 1: Month 2: Month 3: Month 4: Month 5: Month 6:

August 2021 September 2021 October 2021 November 2021 December 2021 January 2022
(Printed on vial)

J:LD
J:LD
J:LD
J:LD

Expires



https://www.cdc.gov/vaccines/covid-19/downloads/expiration-tracker.pdf

)

Pfizer-BioNTech COVID-19 Vaccine

Temperature Log for Frozen Vaccine Storage (Fahrenheit)

-
Dption 1

Max) Temperatures (preferred)

1. Mest DDLs display minimum and maximam
temperatures Check and record the min/max
temperatures at the start of eachworkday. | | coreg

2. Documer
ternperature row under the appropriate date.

: Minimum/Maximum (Min/ Option 2: Current Temperature

1. If the DDL does not display min/max lemperatures, check and
record the current temperature at the start and end ol the workday.
2. Document these lemperatures by writing an "X" in the row that
ponds to the freezer temperature under the appropriate day
t these temperatures in the minmas of the manth.

3. Rewiew the continuous DDL temperature data daily.

Store Pfizer COVID-19 vaccine between -13°F and 5°F . Using a digital data logger [DDL), check and record the temperature daily using one of the options below.
Sawve this record fior 3 years, unless your statelocal risdiction requires a longer time period.

fthe temperature is out of range,

TAKE ACTION!

1. Do NOT discard the vaccine.

Facility Name

PIN Number

2. Label the vaccine "Da Not Use”
3. Complete theVaccine Troubleshooting Record.

4. Contact the manufacturer to determine undear
what conditions (frozen or refrigerated) to store
the vaccine as quickly as possible.

Month/Diate Year

Timie

= ZQ==90

Staff initials

Time

Min/Max
temperatures

P | AW | PM

Staff init

ials

5°F

4°F

3°F
2°F

1°F

O°F

N Z0—--700

-1°F

-XF

-3F
#Fto-1

3F

0709/ 201

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

For addibonal information, see: ODCs Waccine Storage and Handling Toolkit at wreve cde gowiacrinesheps

andior the manufacturer's product information at ey cydvacd e com

» Storage unit temperatures must be
monitored regularly and checked
and recorded at the beginning of
each workday

* To determine if any excursions
have occurred since the last
temperature check

* For accurate temperature

monitoring, use a digital data logger
(DDL) with a detachable probe that
best reflects vaccine temperatures
(e.g., probe buffered with glycol,
glass beads, sand, or Teflon®)

Adapted with appreciation from the immunization Actan Coalition JAC) temperature log

CDC Pfizer COVID-19 Resource Page



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

...
Pfizer-BioNTECH COVID-19 Vaccine Storage and Handling Label - FORMULATION: 5 Thi
FORMULATION. 5 Threugh 11 Years of Age FORMULATION: 5 Thi FORMULATION: 5 Thi h 11 i f A
: rough 11 Years : roug ears ol Age
FORMULATION: 5 Thiough 11 Yeers of Age N FOI?MULAII Pfizer-BioNTech COVID-19 Vaccine . . o Pfizer-BioNTech COVID-19 Vaccine
Pfizer-BioNTech COVID-19 Vaccine Plizer-Bi Pfizer-BioNTech COV - ; St .
Store vaccine between 2°C and 8°C (36°F and 46°F) for up to 10 Storage and Handling Summary Trc:r'..:;_:)or ing Vaccine for V._Jc_:.quhon Clinics Held at
Satellite, Temporary, or Off-Site Locations
Ages: 5 through 11 years of age Ages: 5 through 1 .
Use for: Any dose in the 2-dose series. Use for: Any dose . Refrigerator
COVID-19 vaccines are NOT interchangeable. COVID-19 vaccinedl | Today's date: —/—. Time: Befotegmixing_ the vaceine may be stored in the refrigerator be Procedure
Both doses shouid be COVIIDI-IB‘vnme Fhizer) Both dnses shovld USE BY* contact the manufacturer for quidance. If directed to discard af Foll 1 d handling best . tlined in CDC! Best Practices for Transporting
Route: Intramuscular (IM) injection Route: | | guidance for proper disposal ollow storage and handling best practices outlined in s mRMNA Vaccines
Prior to administration, mix with 0.9% sodium chloride Prior to administy : Vaccine Storage and Handling Toolkit, COVID-19 Vaccine Addendum H . .
(normal saline, preservative-free) diluent ONLY. (normal saline, p Date: __/__/. Time: ® Monitor how long the vaccine has been in the (https:/ /www.cdc.gov/vaccines/hcp/admin/storage/toolkit/storage- i " Protect vaccines as much_as IJ(_355|b|E
Beyond Use Date/Time: Beyand Use Date refrigerator using CDC's beyond-use date labels for handling-toolkit.pdf), to maintain the cold chain when packing and from drops, shocks, and vibration.
:!OMNOTPUT:HFI{EEZE?C o DO NOT PIJTIBNFI s the Kmm:&p@dn Phizer-BioNTech COVID-19 Vaccine, transporting vaccine. | - e ment, transport
erator: Between 2°C and 8° Refri et if o ) . ) H N . N
Gﬁ“Fgand 46°F) f;up 1o 10 weeke. (36°F and 46°F) o Temperature Monitorin Tran?pol.'t Pﬁzver.—Blt?NTech COVID-19 Vaccine with a temperature vials in the carton whenever possible.
Mixed vaccine: Use within 12 hours Mixed vaccine: Ui Name: Ut P :dfur rIefrI" 9 s ) manitoring device in a: i = Ifindividual, undiluted vials must be
of mixing. of miking ra-cold freezer or refrigerator: Storage unit temperatures . .
e of the workday to determine if any temperature excursions hay = Portable ultra-cold freeser unit transported:
< FORMULATION. 5 Through 11 Years of Age monitoring, use a digital data logger (DDL) with a detachable = Portable refrigerator unit o ﬂace vials with padd_irhg materials
FORMULATION: 5 Thiough 11 Years of Age FOI?MULAII Plizer-BioNTech COVID-19 Vaccine ® Ultra-cold temperatures: Use a probe designed specifically 1 . i o like bubble wrap or similar
Pfizer-BioNTech COVID-19 Vaccine Pfizer-Bi measure ultra-cold temperatures. = Container/packout qualified to maintain the recommended materials to prevent breaking.
S o TG A R L 2 Check and record the temperature daily using CDC's temperaty temperatures o Secure storage containers during
L rt.
Ages: S through 11 years of age Ages:s through 1 Lot " Option 1 (preferred): Minimum/Maximum Upon arrival at the clinic, place vaccine in an on-site storage unit that : s . . .
Use for: Any dose In the 2-dose series, Use for: Any dose [Min.anIszm parytme maintains recommended temperatures, if available. If there is no i © Keep vaccine \n‘als upright
COVID-19 vaccines are NOT interchangeable. = COVID-19 vaccined | Todaysdate: 11 Time: Mast DDLs display min/max temperatures. Check and recor| storage unit available, keep the vaccine in the transport container, whenever possible.
Both doses should be COVID-19 vaccine (Pfizer). Both doses should] the min/max temperatures at the start of each warluday. maintaining recommended temperatures. H o Protect from light.
Route: Intramuscular (IM) injection Route: | | USE BY* Diluent
Prior to administration, mix with 0.9% sodium chloride Prior to administy s " )
(normal saline, preservative-free) diluent ONLY. (normal saline, p Dater || Time: 0.9% sodium chloride (narmal saline, preservative-free) diluent Temperature monitoring:
Beyond Use Date/Time: Beyond Use Date guidance for storing the diluent. Record time and minimum/maximum temperatures:
DO NOT PUT IN FREEZER DO NOT PUTIN F
*As the 10 week deadline approaches, . "
Refrigerator: Between 2°C and 8°C Refrig Bet contact forguidance Mixed Vaccine = At the start of transport
(36°F and 46°F) for up to 10 weeks. (36°F and 46°F) fol youwil nat be able to use the vaccine. é CD( ® Once mixed, vials can be stored between 2°C to 25°C (35°F | = Whenever the transport container is opened
Mixed vaccine: Use within 12 hours Mixed vaccine: L: Mame: ~¢ 77°F) far up to 12 hours.
of miing. of mixing = ® Discard any remaining vaccine after 12 hours. = When transport concludes
9 \
Disposal i
FORMULATION: 5 Thvough 11 Veers of Age 8 FoRMuLAT FO_I‘!MULA_IION: 5Through 11 Years of Age ) . ) . General Information
Pfizer-BioNTech COVID-19 Vaccine Plizer-Bif Plizer-BioNTech COVID-19 Vaccine Once vaccine has reached its expiration or beyond-use date, ¢d = Transport equal amounts of vaccines, diluents, and ancillary supplies (including vaccination record cards and
If instructed to dispose of vaccine, dispose of the vial {with any| | " .
. L N personal protective equipment).
Store vaccine between 2°C and 8°C (36°F and 46°F) for up to 10y your local and state regulations. Contact your jurisdiction’s im|
awardee-imz-websites html) for guidance. = ONLY unpunctured vials may be transported.
Ages: 5 through 11 years of age Ages: 5 through 1 Lot _
Use for: Any dose in the 2-dose serles. Use for: Any dose €DC's Pfizer-BioNTech COVID-19 Vaccine materials hiips//v] o Unpunctured vaccine vials may be transported more than once.
COVID-19 vaccines are NOT interchangeable. COVID-19 vaccined Today'sdate: ___/___| Time: CDC's Vaccine Storage and Handling Toolkit hitto s/ fwwwcdc.ofl
Both doses should be COVID-19 vaccine (Pfizer). Both dases should| CDC's Pfizer Beyond-Use Date (BUD) labels hiigs://www cdc gou ] = Transport thawed vaccine at refrigerated temperatures.
Route: Intramuscular (IM) injection Route: | d USE BY* »
Prior to administration, mix with 0.9% sodium chloride Prior to administy €DC's Freezer and Refrigerator Temperature Logs hitps//u] o Individual vials or partially filled trays must be transported at refrigerated temperatures.
(normal saline, preservative-free) diluent ONLY. [normal saline, pi - f . . "
Beyond Use Date/Time: Beyand Use Date Date: || Time: For additional information, refer to the manufacturer's website = Vaccine stored at refrigerated peratures should not be ref n
DO NOT PUT IN FREEZER DO NOT PUTIN F) - .
+Asthe 10 week deadiine approaches = Do NOT transport punctured vials or pre-drawn syringes
Refrigerator: Between 2°C and 8°C Refrig Bet: contact .;.,. guidance P : yring
(36°F and 46°F) for up to 10 weeks. (36°F and 46°F) fou ifyouwill nat be sble to use the vaccine.
Mixed vaccine: Use within 12 hours Mixed vaccine: L Name:
of mixing. of mixing
- s
11/05/2021 1170542071 I 11/04/ 2021 11 /0572021 1

CDC Pfizer COVID-19 Resource Page
https://www.cdc.gov/vaccines/covid-19/info-by-product/pfizer/index.html —



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

Vaccine Preparation & (
Administration



ORANGE CAP

Dose
Guidance

Formulation for
5-11-year-olds (orange cap)

Age group 5-11 years
-
Vial cap color -
-
Dose (MRNA concentration) 10 ug
Injection volume 0.2 mL
Fill Volume
oL 1.3 mL
(before dilution) 4
I E
Amount of D||u§nt 13 mL
Needed per vial
Doses per Vial 10 (after dilution)




ORANGE
CAP Dose

Guidance
Cont....

Formulation for

5-11-year-olds (orange cap)

Number of doses 2
3 weeks
Interval
(21 days)

Additional primary dose

Not recommended

Booster dose

Not recommended




P re p a ri n g t h e Using a new, sterile alcohol prep pad for each vial,

wipe off the stoppers of the diluent and vaccine

= vials. Using a 21-gauge (or narrower) needle,
Va CC I n e ——— withdraw 1.3 mL of 0.9% sodium chloride (normal /
-v saline, preservative-free) into a mixing syringe.

: Discard diluent vial and any remaining diluent every 1.3 ml -
time. Do NOT use bacteriostatic normal saline or
other diluents to mix the vaccine.

e Before dilution, mix by inverting vaccine vial

gently 10 times—Do not shake Inject 1.3 mL 0.9% sodium chloride (normal saline, /
e Add 1.3 mL of sterile 0.9% Sodium Chloride preservative-free) diluent into the vaccine vial.
Injection, USP into the vaccine vial
. ) ) . Using the mixing syringe, remove 1.3 mL of air from the
° Gently invert the vial 10 times to mix—Do not vaccine vial to equalize the pressure in the vaccine vial.
shake
o ; ; : Gently invert the vial containing vaccine and diluent )
Record the date and time of first vial 10 times. The vaccine will be off-white in color. Do not @\'
puncture on the vial label use if discolored or contains particulate matter. Do not i»
shake. If the vial is shaken, contact the manufacturer. 10x

e Store between 2°Cto 25°C
(35°F to 77°F)

. . Note the date and time the vaccine was mixed - —ﬂr___; '
e Discard any unused vaccine on the vial. )
12 hours after dilution '
Keep mixed vaccine between 2°C and 25°C (36°F to 77°F) —1
for up to 12 hours. Discard any unused vaccine after 12 -
hours. Do not return to ultra-cold freezer storage. =

Use within 12 hours after dilution.




Orange Border - WITHRAWAL OF INDIVIDUAL 0.2 mL DOSES

« Using aseptic technique,
cleanse the vial stopper
with a single-use antiseptic

~ swab, and withdraw 0.2 mL

of the Pfizer-BioNTech

COVID-19 Vaccine

preferentially using a low

dead-volume syringe and/or
needle.

/ e Each dose must contain
0.2 mL of vaccine.

¢ |[f the amount of vaccine
remaining in the vial cannot

provide a full dose of
0.2 mL, discard the vial and




Proper IM Injection
echnique

* Deltoid preferred site for
3 years and older

 May use the vastus lateralis
muscle of the anterolateral
thigh—use appropriate
needle length

 Administer in thickest, most
central part of the muscle

* Use needle length based on
patient’s age and weight

* |nsert the needle into the
muscle at a 90° angle

https://www.cdc.gov/vaccines/hcp/admin/
downloads/vaccine-administration-needle-

Image Courtesy of CDC length.pdf



https://www.cdc.gov/vaccines/hcp/admin/downloads/vaccine-administration-needle-length.pdf

Coadministration

 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

* If multiple vaccines are administered at a single visit, administer each
injection in a different injection site

e Separate injection sites by 1 inch or more

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



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

Giving All the Doses 12 Months and Older

Additional vaccines may be
needed. This handout only
displays routine vaccines.

Intramuscular (IM) 90° Angle
Subcutaneous (SC) 45° Angle

“Administering Vaccines: Dose, Route, Site, and Needle Size”

IM injections are given in the
anterolateral thigh (preferred site
for 12 mos.-2 yrs.) using a 1” needle
— Separate IM injection sites by a
minimum of 1”
— Deltoid is preferred IM site for 3 yrs.
and older
* Anterolateral thigh is an alternative
site if deltoid cannot be used
SC injections are given in the upper
outer triceps area or thigh using a
5/8” needle (see ® to the left for
placement in triceps area)
Using combination vaccines
decreases the number of injections

— IPV must be given IM when given

as a combination vaccine (e.g.,
DTaP M DTaP-IPV/Hib, DTaP-IPV-HepB)
Hib (IM) = Give vaccines likely to cause greater
Inactivated Flu ('M) local reaction (e.g., DTaP, PCV) into

separate limbs
Give the most painful injections last

No Buttocks! (e.g., MMR, PCV)

-
For additional vaccine administration information see: [ ALLIANCE FOR
i IMMUNIZATION

IN MICHIGAN
ize.org/cate.d/p3085.p 3
at www.immunize.org/catg d/p3085. pdf Revised: June 25, 2019

Giving All the Doses: Adolescents

* IM injections are given in the
deltoid muscle (preferred site
for 3 yrs. and older) at a 90°
angle using a 1-1 %" needle

— Separate IM injection sites by
a minimum of 1”

— The anterolateral thigh is an
alternative site if deltoid
cannot be used

MenB (IM)

(Bexsero, Trumenba) _
HPV (IM) =
Tdap (IM) ~5=

|

1 For additional vaccine administration information see: “Administering Vaccines:
No Buttocks! ize org/catg.d/p3085 pdf Revised: June 25, 2019

Dose, Route, Site, and Needle Size” at www.i

* SCinjections are given in the
upper outer triceps area at a
45° angle using a 5/8” needle

— The thigh is an alternative site
if outer triceps area cannot be
used

* Give vaccines likely to cause
greater local reaction (e.g., Tdap,
MenACWY) in separate limbs

* Give the most painful injections
last (i.e., HPV)

<«— Seasonal Influenza (IM)
" MenACWY (IM)
\ (Menactra, Menveo)

VAR (SC)

Give other vaccines as needed (to bring
up-to-date, high-risk): MMR (SC),
HepA (IM), PCV13 (IM), and PPSV23 (IM)

>
[ ALLANCE FOR
IMMUNIZATION
1 IN MICHIGAN

Giving All the Doses

AIM: www.aimtoolkit.org



http://www.aimtoolkit.org/

FORMULATION: 5 Through 11 Years of Age
Pfizer-BioNTech COVID-19 Vaccine

Vaccine Preparation and Administration Summary

Contraindications and Precautions

Contraindications:

History of:

= Severe allergic reaction (e.g, anaphylaxis) after a previous
dose or to component of the COVID-19 vaceine

= Known di d allergy toa ¢ it of the vaccine
(see https://www.cdegovivaccines/covid-19/clinical
considerations/covid-19-vaccines-us html#Appendic-C for a
st of vacel )

Precaution:

Mast people d ined to have toa COVID-19vacdne

at their appointment can and should be administered vaccine.

= |mmediate allergic reaction® to any non-COVID-19 vacdine
or injectable therapy (ie., intramuscular, intravenous, or
subcutaneous vaccines or therapies [excluding subcutaneous
immunotherapy for allergles, i.e. “allergy shots"])
= This includes non-COVID-19 vaceines and therapies with

rrultiple companents and the component(s) that elicited
the reaction is unknown

* Immediate (within 4 hours after vaccination) non-severe,
allergic reaction to a previous dose of the COVID=19 vaccine

= Moderate to severe acute illness

For more information, please see Interim Clinical

Considerations for Use of COVID-19 Vaccines Currently

Authorized in the United States at www.cdcgovivaccines/

9/infs .

information system) for the jurisdiction as soon as g
and no later than 72 hours after administration,
Document each recipient's vaccine administration i
in the:
= Medical record:
- Vaccine and the date it was administered
- Manufacturer and lot number
- Vaccination site and route
* Name and title of the person administering the
= Personal vaccination record card (shot card):
Date of vaccination, product namea/manufacture
number, and name/location of the administeringl
healthcare professional. Give to the vaccine recip|
= Immunization information system (lIS) or “reg
Report the vaccination to the appropriate state/|
Reporting Adverse Events
Healthcare professionals are required to report to tif
Adverse Event Reporting System (VAERS):
= Vaccine administration errors (whether associate
adverse event [AE] o nat)
= Serioiis AEs (irrespective of attribution to vaceinal
= Multisystem inflammatory syndrome (MIS) in adults
= Cases of COVID-19 that result in hospitalization of
= Any additional AEs and revised safety reporting req|

per the Fmd and D'ug Administration’s conditions
ized vaceine throughout the duration of the

RAn immediate allergic reaction is defined as any hyp itivity-related

signs ar toms h as urticaria, i y distress

.., wheezing, stridor), or anaphylaxis that occur within 4 haurs foliowing

exposure to a vactine or medication.

Management of Anaphylaxis

Be prepared to manage medical emergencies.

= Have a written protocol to manage medical emergencies
following vaccination, as well as equipment and medications,
including at least 3 doses of epinephrine, H1 antihistamine,
blood precsure monitor, and timing device to assess pulse.

= Healthcare personnel who are trained and qualified to
recagmzethe signs and sym plomsofanaphylams as well as

Adverse events should be reported even if the caus]
uncertain, Healthcare professionals are also encour,
report any clinically significant AEs that oceur after
administration. Submit reports to wwwvaers hhe gf
For additional information, see the vaccine manufad
product information at www.cvdvaccine com.
For additional information on preventing, repomng

managing mANA COVID- 19 vaccine admini 1

Vaccine Preparation and Administra

Administer the Vaccine

Assess recipient status:

= Screen for contraindications and precautions. E /
= Review vaccination history. o
« Review medical considerations. o .

Choose the carrect vaccine formulation based

on the age of the recipient and equipment,

including the correct needle size.

» Check the age indications on the label. The
vial for children 5 through 11 years of age has
a orange cap and may have an orange border
on the label. Do NOT administer vaccine that
has a purple cap or purple bordered label on
the vial to children younger than 12 years.

= Use a new, sterile needle and syringe for each
injection. Use 1 mL low-dead volume syringes
to withdraw the vaccine. If sufficient low-dead
volume syringes are not available, withdraw
vaccine using a combination of low dead-volume
yringes and non-low dead-volume syringes.

II{ o

Cleanse the stopper on the vial of mixed vaccine
with a new, sterile alcohol prep pad. Withdraw
0.2 mL of mixed vaccine into the syringe.

= Regardless of the type of syringe used, ensure
the amount of vaccine in the syringe equals
02mL.

= If the amount of vaccine remaining in the vial
cannot provide a full 0.2 mL dose, discard the
wvial and contents.

0.2mL

= Do NOT combine vaccine from multiple vials
to obtain a dose.

FORMULATION: 5 Through 11 Years of Age
Pfizer-BioNTech COVID-

tion Summary

19 Vaccine

Remove any significant air bubbles with the nesdle
still in the vial to avaid |loss of vaccine. Use the same
needle” to withdraw and administer the vaccine.
Ensure the prepared syringe is not cold to the touch.
Check the age indications on the vial label, again,
to ensure it is the correct formulation based on the
age of the recipient.

Bring the dose of vaccine from the designated
preparation area immediately to the patient
treatment area for administration.

Ensure staff has the correct PPE before administering
waccines and implement policies for the use of face
coverings for vaccine recipients older than 2 years of
age (if tolerated).

Administer the vaccine immediately by intramuscular
(IM) injection in the deftoid muscle. As an alternative, the
wastus lateralis muscle may be used.

General Information

Vaccine: Pfizer-BioNTech: 5 through 11 years of age

(orange cap and orange bordered label) Use the correct
formulation based on the age of the recipient

Diluent: 1.3 mL of 0.9% sodium chloride (normal saline,
preservative-free) Use a new vial every time.

Multidose vial: 10 doses per vial

Dosage: 0.2 mL

Prepare the vaccine using a NEW vial of diluent EVERY
TIME. Discard the diluent vial and remaining diluent after
mixing the vaccine.

Age Indications

5 through 11 years of age

Schedule for Primary Series and Boosters
= 2-dose series separated by 21 days’

Prepare the Vaccine

FORMULATION: 5 Through 11 Years of Age
Pfizer-BioNTech COVID-19 Vaccine

Vaccine Preparation and Administration Summary

Administration
Intramuscular (IM) injection in the deltoid muscle. The vastus
lateralis muscle of the anterolateral thigh may be used.

Thawing Frozen Vaccine

= Vaccine stored at ultra-cold temperatures must be thawed
before use.

= Thaw vaccine in the refrigerator or at room temperature:
= Unpunctured vials may be stored in the refrigerator for up to
10 weeks.
= Unpunctured vials maybe stored between 8°C to 25°C (46°F
to 77°F) for a total of 12 hours prior to mixing (including
thaw time).
= Amount of time needed to thaw vaccine varies based on
temperature and number of vials.
= Do NOT refreeze thawed vaccine.
= Use CDC's beyond-use date labels to track storage time at
refrigerated temperatures.

Follow aseptic technique. Perform hand
hygsene before vaccine preparation, between Ei

Observe recipients after vaccination for ani iate
adverse reaction:

= 30 minutes: Perscns with a history of:

» A contraindication to another type of COVID-19
wvaccine product.

» Immediate (within 4 hours of expasura) noni-
severe allergic reaction to a COVID-19 vaccine.

» Immediate allergic reaction of any severity to a
non-COVID-19 vaccine or injectable therapies

» Anaphylaxis due to any cause.

= 15 minutes: All other persons

Dose Scheduling for Primary Series

"It is miot necessary to change needles between drawing vaccine from a vial and injecting it into a resipient unless the needle has been damaged or co

ular epinephrine should be available at
the vaccination location at all times.

Far more information, please see Interim Considerations:
Preparing for the Potential Management of Anaphylaxis after
COVID-19 Vaccination at www.cde gav/vaccines/covid-19/info-
by-product/pfizer/anaphylaxis-management.hitrl.
Document the Vaccination
COVID-19 vaceination providers must document vaceine
administration in their medical record systems within 24
hours of administration and use their best eﬁons to report

see 1A Jeavh i
clinical mnsudemlmns.hlml#Ag}gndu A Vaccination History And Then Ll
For the purpase of this guid: defi — X Give dose 2 at I
q ich as utican " 0 doses Give dose 1 today

distreas e g, wheezng, endon, or ah iyt e
ENpasUIe b3 vaccine or medication. It has been at beast 21 days since N Series complete]
“Cansider consultation with an allengist- lml\umlcglst ta help determ| 1 dose (Pfizer-BioNTech dose 1 Give dose 2 today no additional dd
patient I ind heald -
may ab st he Clinkal Safe! COVID-19Vaccine) It has not been at least 21 days No dose today Give dose 2 at I
COVICwax Praject [ips. e cde oo fenzuingeien from dose 1 21 days after dof
lsaindexhimd Vaccination of these d hould anly be dond = =
appropriate setting under the supervision of 2 healthcare provider ef 2 doses (Pfizer-BioNTech COVID-19 Series complete]
the maragement of severe allergic reactians. Vaccine) at least 21 days apart® nio additional dd
- Feopie wen 0 MATA LA

FEGalergy) h o Janssen COV Peagh TCOVID- 19 waceings may be cosdrministersd with athér vaccines, including simultanscus sdministration. When deciding whether 1o adrminister COVID-

E::“V poi atled and other vaceines, providers should consider whether the person is behind or at risk of becorming behind an recommended vacdines They should al)

) person’s risk af vaceine-preventable diseases (&g, during and the icity profile of th i
« Boople with 1o [
- D Sadminister the 2nd dose as close as pessible to the recormmended interval of 21 days. It is not necessary to restart the series if the dose is given after o

administration data to the relevant system (ie, 1

11/05/2021

Pl

recommended interval.

11/05/2021

when ch gloves (if worn), and ‘“
any time hands become soiled.’

Remove vaccine from the storage unit. Check
the vial label to ensure it is the correct

formulation based on the age of the s
recipient. The vial for children 5 through 11 F—1
years of age has an orange cap and orange ~—
border on the label. Allow vaccine to come to —

room temperature. Vials can be held at room
at room forupto 12
hours before mixing.

Before mixing, check the:

« Ageindications on the label

= Expiration date of the vaccine and diluent

+ Any beyond-use dates/times

NEVER use expired vaccine or diluent. NEVER
use vaccine after the beyond-use date or times.

With the vaccine at room temperature, gently
invert vial 10 times. Do not shake the vial. If \
the vial is shaken, contact the manufacturer. /\
The vaccine is white to off-white in color and \\(/

may contain opaque particles. Do not use if 10x
liquid is discolored.

Using a new, sterile alcohol prep pad for each vial,
wipe off the stoppers of the diluent and vaccine
vials. Using a 21-gauge (or narrower) needle,
withdraw 1.3 mL of 0.9% sodium chloride (normal
saline, preservative-free) into a mixing syringe.
Discard diluent vial and any remaining diluent every
time. Do NOT use bacteriostatic normal saline or
other diluents to mix the vaccine.

Inject 1.3 mL 0.9% sodium chloride (normal saline,
preservative-free) diluent into the vaccine vial.

Using the mixing syringe, remove 1.3 mL of air from the
vacdne vial to equalize the pressure in the vaccine vial

Gently invert the vial containing vaccine and diluent
10 times. The vaccine will be off-white in color. Do not
use if discolored or contains particulate matter. Do not \
shake. If the vial is shaken, contact the manufacturer.

Note the date and time the vaccine was mixed
on the vial

Keep mixed vaccine between 2°C and 25°C (36°F to 77°F)
for up to 12 hours. Discard any unused vaccine after 12
hours. Do not return to ultra-cold freezer storage.

“For more i
hittps/fw

please [ Clinical C
degov/vaccines/conid-19/clinical-c

for Use of COVID-19 Vaccines Currently Approved or Authorized in the United States at
15/cowid-19-vaccinas-ushiml

If worn, perform hand hygiene and change gloves between patients.

[Rrryrvesy

CDC Pfizer COVID-19 Resource Page

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

"Gloves are not required undess the person administering the vaccine is likely to come in contact with potentially infectious body fluids or has open lesions on the hands.



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

Fact Check




| just

* NO. While these vials appear to contain sufficient reconstituted
diluent for multiple vials, they must only be used one vial of
once. .
e Diluent vials are a one-time-use item and should vaccm.e clyle
be discarded with the remaining content after there is more
each use -
 For each vial of vaccine, extract 1.3mL of diluent dlluent |€ft ouiel
from a single-use vial to reconstitute 1.3mL of Can | use that
vaccine | | same diluent to
* Do not be tempted to puncture diluent vials more

reconstitute
another vial of
vaccine?

than once




What dose and
product do | use if
a child is turning
12 years old

between their first
and second dose
of the Pfizer
vaccine series?

The dosage and product should be based on the child’s age on the day
of vaccination. Children aged 5 through 11 years should receive the

10 pg Pfizer-BioNTech COVID-19 Vaccine (orange cap) formulation, and
adolescents aged 12 years and older should receive the 30 ug Pfizer-
BioNTech COVID-19 Vaccine (purple cap) formulation. Therefore, if a
child turns 12 years old between their first and second dose, they
should receive the age-appropriate 30 ug Pfizer-BioNTech COVID-19
Vaccine (purple cap) formulation or COMIRNATY for their second dose
to complete their series.

e |f a child turns from 11 to 12 years of age in between their first and
second dose and receives the 5—11 years (orange cap) for their
second dose, they do not need to repeat the dose, and this is not
considered an error under the EUA.

e Children should receive the age-appropriate vaccine formulation
regardless of their size or weight.
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FORMULATION: 5 Through 11 Years of Age FORMULATIONS: 5 Years of Age and Older
Pfizer-BioNTech COVID-19 Vaccine 4(/_|cnc Pfizer-BioNTech COVID-19 Vaccine ‘{{JCDC

Standing Orders for Administering Vaccine Vaccine Dosage Chart

The table below summarizes dosage information based on age, dose and medical indications for Pfizer-BioNTech COVID-19 Vaccine
formulations. Use this table in conjunction with the EDA Fact Sheet for Healthcare Professionals and CDC clinical materials.

Vaccine Diluent Dosage (amount)/ Route

Formulation: 5 through 11 years | 1.3 mLof 0.9% sodium chloride (normal saline,

of age preservative-free) diluent 0.2 mL/IM injection = Use the correct formulation for the age of the recipient. = All Phizer-BioNTech vaccines are administered by intramuscular
Formulations are NOT interchangeable. Check the vial label {IM} injection. The injection site depends on recipient's age:
Purpose = Additional Clinical Considerations :o ensrt:yn::dpreplaling .;r\.:f :ldnminilst?rinr._g the correct - S through 11 years of age: Deltoid muscle (preferred)
= To reduce morbidity and mortality from coronavirus disease o For children wha received a COVID-19 vaccine that is ermyation on the age recipien - 12 years of age and older: Deltoid muscle
2019 (COVID-19) by vaccinating persons who meet the criteria not currently authorized or approved in the United = 5 through 11 years of age: Orange cap and orange bordered label ) . .
established by the Centers for Disease Control and Prevention's Sntgs gnrJida!'n:e u{m e found at: hngs:..ffwww.cqc.gg-f.f - 12 years of age and older: Purple eap and purple ered label = ;’:s:::teralls muscle in the anterolateral thigh may

Advisory Committee on Immunization Practices (ACIP).
Policy

= Where authorized under state law, standing orders enable
eligible nurses and other healthcare professionals (e.q.,

= Vaccine must be mixed BEFORE administering. Use 0.9%
preservative-free normal saline diluent supplied in the ancillary
supplies kit Diluent is not packaged with the vaccine

html#not-authorized-vaccines

o Phizer-BioNTech COVID-19 vaccine may be coadministered
with other vaccines without regard to timing, including

pharmacists) to assess and vaccinate persons who meet the aimultanzcus sdminksration. PRIMARY SERIES DOSES
eriteria in the *Procedure” section below without the need o For recommendations for COVID-19 vaccination and P dold
for clinician examination or direct order from the attending SARS-CoV-2 infection, see httpo//www.ede govivaccines/ Primary Series (Peo) 5 years of age and olde
provider at the time of the interaction. covid-1%clinical-considerations/covid-19-vaccines-us, R—— - : - - =
html#CoV-19-vaccination If administering Recipient's age Use Mix vaccine using Administer
Procedure —f indicati " . =
Assess children 5 through 11 years of age for vacdination with Screen for contraindications and precautions 5 through 11 years of age ?;:‘rz?gl:‘l[;:anr;?c:g: = 1.3 mL of diluent® 02 mL
Pfizer BioNTech COVID-19 Vaccine based on the following Contraindications: Primary series: Dose 1 or 2
e " (Separate by at least 21 i
criteria: History of: parateby s 12 years of age and older = "
: . — 12 years of age and older fi \ati 1 1 = 1.8 mL of diluent® 0.3 mL
* Primary-series vaccination = Severe allergic reaction (e.q., anaphylaxic) after a previous dose ormulation (purple cap) =
o IFthe recipient has never received a COVID-19 vaccine, or to companent of the COVID-19 vaccine
administer 1 dose of Plizer-BioNTech COVID-19 vaccine. « Known di .
agnosed allergy to a component of the vaccine
o Ifthe recipient has received 1 previous dose of Pizer- (see https:/www.cde ovAvaccines/covid-19/clinical Additional Primary Dose for Moderately and Severely Inmunocompromised Persons
BioNTech COVID-19 Vaccine, administer the second dose at considerations/covid-19-vaccines-us.htmigAppendix-C for a If administering Recipient’s age Use Mix Vaccine Using Administar
an interval of least 21 days.” list of vaccine components)
) . Any dose in the seri An additional dose for moderately and ly i ised child
o If 2 doses of an mRNA vaccine have been administered, the Precaution: [Irrgllld:Eﬂ!I: ::uini':':s 5 through 11 years of age innthis E'::';w:s:as F«:ﬂ h;ﬁim,;ﬁ;{gﬂ?:ﬁ;ﬁ;’:ﬁw C'D;_E“
r:::;:ln:':::::;red fully vaccinated. No additional doses are Most people determined to have a precaution to a COVID-19 2;:"‘;: 53?;2 and an : =
r : vaceine at their appointment can and should be administered = nal gose given ai 12 years of age and alder ]
) . ) - A 12 of d old h - 1.8 mL of diluent® 03mL
= Children with a history of myocarditis or pericarditis: vaceine. :'ai::;t::ﬂv::’ﬁerlhe yearsof ageandolder | g oo iation (purple cap) = m il m
o IFhistory is prior to COMID-19 vaccination may receive * Immediate allergic reaction” to any non-COVID-19 or
Pfizer-BioNTech formulation 5 thorough 11 years of age after injectable therapy (Le., intramuscular, intravenous, or BOOSTER DOSES
the episode of myocarditis or pericarditis has completely subcutaneous vaccines or therapies [excluding subcutaneous
resolved. immunotherapy for allergies, i.e., “allergy shots™) Booster Doses
o If myscarditis or pericarditis occurred after the first dose of & This includes non-COVID-15 vaccines and therapies with If administering Recipient's age Use Mix vaccine using Administar
an mRMA vaccine, experts advise no additional deses of any multiple components and the component(s) that elicited the
COVID-19 vaccdine, including Pfizer-Bio-NTech formulation reaction is unknown

for children 5 through 11 years of age. Administration of
the second dose of an mRNA COVID-19 vaccine series can
be considered in certain circumstances after the episode

A booster dose in this age group has NOT been authorized by FDA or

= Immediate {within 4 hours after vaccination) non-severe, 5 throwgh 17 years of age ded by CDC.
recommen

allergic reaction to a previous dose of the COVID-19 vaccine
Booster dose (at least &

of myocarditis or pericarditis has completely resolved. * Moderate to severe acute illness manths after completing

Considerations can be found at hittps: 'www.edegon/ W the second derse 15 administered less than 17 days after the first dose 4-day grace period), the primary series’)

vaccines/covid-19/clinical-considerations/covid-19-vaccines the dose should be repeated. The repeat dose should be spaced at least 21 days after the =

. : improperty administered Ffzer SloNTech dose. 18 years of age and 12 years of age and older 1.8 mL of diluent® a3 mlL

wshtml¥considerations-phizer-biontech-moderna ; -

*n immeecliate allergic reaction b5 defined as any hypersensitivity-selated signs o symptoms older'" formulation (purple cap) =
o Educational materials on myocarditis/pericarditis are such =p d 3, wheezing, stridar), or anaphylads

available at N i " that ocour wathin 4 houwn ar.

neovivaccines/safety/myocarditis.hitml, www.ede.gov/ “0.9% normal caline (peesersatve-free)

coronavins/201 $-ncovivaccines/safetvimyocarditis htm fincluding the additional primary series dose for moderately and severely iImmunacompromised persons.

11/05/2021

CDC Pfizer COVID-19 Resource Page '
— https://www.cdc.gov/vaccines/covid-19/info-by-product/pfizer/index.html —



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

MICHIGAN IMMUNIZATION
PORTAL

TEENS AND COVID-19
VACCINES &=

PROTECT MICHIGANMN
COMMISSION

RESOURCES

CLINIC REQUEST FORM

LOCAL HEALTH
DEPARTMENT VACCINE
INFORMATION

ATTEND AN UPCOMING
TOWNMN HALL

MICHIGAN INTERIM COVID-
19 VACCINATION STRATEGY

.|

COVID-19 VACCINES &
FETAL CELLS &5

VACCINE TESTIMONIALS

COVID-19 VACCINE
QUESTIONS AND ANSWERS
FOR PARENTS &

SOCIAL VULMNERABILITY
AND COVID-19 &

COVID-12 VACCINE
COMMUNICATION
MATERIALS

MNote: The Pfizer vaccine is approved by the U.S. Food and Drug Administration (FDA) for use in persons aged 16 and older, and is authorized under an
Emergency Use Authorization (EUA) to prevent Coronavirus Disease 2019 (COVID-19) in persons aged 5 to 15. The Moderna and Johnson & Johnson

vaccines are authorized under an EUA for use in persons aged 18 and older. The emergency use of these products is only authorized for the duration
of the COVID-19 emergency declaration that circumstances exist justifying the authorization of emergency use of the medical product under Section

564(b)(1) of the Food Drug & Cosmetic Act unless the declaration is terminated or authorization revoked sooner.

PROVIDER GUIDANCE AND

EDUCATION

Materials and information to support COVID-19 vaccine providers.

MORE INFORMATION

LTC PHARMACY PARTNERSHIP

This national initiative provides vaccine to priority groups in long-

term care facilities.

MORE INFORMATION

www.michigan.gov/covidvaccine
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f Vaccines COVID-19 Vaccines for Children and Teens

Your Vaccination Updated Nov. 4, 2021 Languages ~ Print

Find a Vaccine

Most Children and All Teens Can Get COVID-19 Vaccines

CDC recommends everyone ages 5 and older get a COVID-19 vaccine to help protect against COVID-19.

Preparing for Your Vaccine

Specific Groups of People

Children & Teens Authorized For Pfizer-BioNTech Moderna J&J / Janssen

When Getting Your Vaccine

4 years and under No No No

Types of Vaccines Available
5-11 years old Yes No No

Passible Side Effects
12-17 years old Yes No No
After You're Fully Vaccinated

18 years and older Yes Yes Yes
Safety & Monitoring

Effectiveness Widespread vaccination for COVID-19 is a critical tool to best protect everyone, especially those at highest risk, from
severe illness and death. People whao are fully vaccinated can safely resume many activities that they did prior to the
pandemic. Children ages 5 years and older are able to get an age-appropriate dose of Pfizer-BioNTech COVID-19 vaccine.

Myths & Facts , ,

Learn more about what you and your child or teen can do when fully vaccinated.

Frequently Asked Questions

-2 Q... -

About COVID-19 Vaccines

*

c N
- O S T
Communication Resources || I ne

COVID-19 Vaccines for Children and Teens



https://www.cdc.gov/coronavirus/2019-ncov/vaccines/recommendations/children-teens.html

COVID-19 Vaccine Provider Guidance and Educational Resources

COVID-192 VACCINE
PROVIDER GUIDANCE

& EDUCATIONAL
RESOURCES

This webpage will house materials to support COVID-19 Vaccine Providers in
successful implementation of the COVID-19 Vaccination Program. Be sure to
"bookmark” this page and check back frequently for updates!

GENERAL COVID-19 VACCINE RESOURCES IVI D I I I I S
Clinical Guidance for Michigan Providers Regarding Additional Dose of an mRNA COVID-19
Vaccine

Increasing Access to Vaccine Opportunities: Recommendations for Health Care °

o i COVID-19 Provider
COVID-19 Vaccines During Hospital Stays and Medical Appointments - Updated 6/14/27

COVID-19 Vaccination Clinic Preparation Checklist & Resource Toolkit - Updated 5/28/21
ACIP Recommendations for COVID-19 Vaccine G : d d E d t : W b M t
Interim Clinical Considerations for COVID-19 Vaccine u I a n Ce a n u Ca I O n e S I e
CDC COVID-19 Vaccine Resources for Healthcare Professionals

= ‘Vaccine administration, storage and handing, reporting, and patient education for each specific vaccine

www.michigan.gov/covidvaccineprovider

= Self-paced module with cerificate of completion (no CE)
s MDHHS strongly recommends that all COVID-19 Vaccine Providers complete this training.

CDC HCP Vaccine Administration Resource Library

CONTENT-SPECIFIC COVID-19 RESOURCES
Webinars
. Upcoming Noontime Knowledge: October 1, 2021 at 12:00 p.m. EST
Education Corner
Enroliment
Redistribution
Vaccine Billing and Vaccine Code Sets

Product-Specific Information & EUAs



http://www.michigan.gov/covidvaccineprovider

Thank You!

Next “Noontime
Knowledge” Update: TBD

Please watch your email for
an updated link and topic!

www.michigan.gov/COVIDvaccineprovider
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	•
	•
	•
	•
	•
	Children 5 through 11 years of age are at risk of severe illness from COVID
	-
	19 


	•
	•
	•
	•
	Over 1.9 million reported cases and greater than 8,300 hospitalizations through 
	mid
	-
	October 


	•
	•
	•
	•
	Cumulative hospitalization rate similar to influenza season 


	•
	•
	•
	Multisystem Inflammatory Syndrome in Children (MIS
	-
	C) most frequent among 
	children 5
	–
	11 years 



	•
	•
	•
	Other post
	-
	COVID conditions have been seen in children 



	•
	•
	•
	COVID
	-
	19 in children leads to missed school for themselves and their 
	communities 


	•
	•
	•
	Wide use of an effective vaccine would reduce public health burden of 
	COVID
	-
	19 in children 5 through 11 years of age 
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	Pfizer
	-
	BioNTech COVID
	-
	19 Vaccine, 5
	-
	11 Year Old's


	•
	•
	•
	•
	•
	Local reactions (redness, swelling, pain at the injection site) and systemic reactions 
	(fever, nausea/vomiting, headache, fatigue, chills, new or worsened muscle pain, 
	new or worsened joint pain) were reported for 7 days following each dose


	•
	•
	•
	2.7% of vaccinated vs. 1.1% placebo arm had a local or systemic grade 3 or greater 
	reaction after either dose


	•
	•
	•
	•
	Most reactions were grade 3; 1 child in the vaccine arm had a grade 4 fever 
	greater than 40.0
	°
	C; there were no other grade 4 reactions


	•
	•
	•
	Pain at injection site, fatigue and headache were the most common


	•
	•
	•
	More common after dose 2



	•
	•
	•
	No deaths were reported among trial participants


	•
	•
	•
	No cases of Myocarditis were reported among trial participants
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	Myocarditis: Estimated risks for every million Pfizer
	-
	BioNTech 
	COVID
	-
	19 vaccinations in children 5
	-
	11 years of age


	•
	•
	•
	•
	•
	Rates of myocarditis after vaccination in 5
	–
	11
	-
	year
	-
	olds unknown 


	•
	•
	•
	No cases occurred during clinical trials (n=3,082 with at least 7 days 
	follow
	-
	up) 


	•
	•
	•
	Myocarditis after vaccination in 5
	–
	11
	-
	year
	-
	old population likely lower 
	than rates seen in 12
	–
	15
	-
	year
	-
	olds 


	•
	•
	•
	•
	Underlying epidemiology of viral myocarditis varies greatly between 
	children aged 5
	–
	11 and 12
	–
	17 years: substantially lower in children  
	5
	–
	11 years of age 


	•
	•
	•
	Dose used in 5
	–
	11
	-
	year
	-
	olds (10µg) is a third of dose used in 12
	–
	15
	-
	year
	-
	olds (30µg) 
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	Counseling: Pfizer COVID
	-
	19 Pediatric Vaccine


	•
	•
	•
	•
	•
	With the participants in the 5 through 11 trials there were NO cases of myocarditis 
	reported


	•
	•
	•
	•
	•
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	The Advisory Committee on Immunization Practices’ Interim Recommendation for Use of Pfizer
	-
	Span
	BioNTech COVID
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	11 Years 
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	•
	•
	•
	Myocarditis/pericarditis after an mRNA vaccine is 
	lower 
	than the risk of myocarditis 
	associated with COVID
	-
	19 infection in adolescents and adults


	•
	•
	•
	People receiving mRNA  vaccines, especially males ages <30 years, should be educated 
	about the possibility of myocarditis/pericarditis following an mRNA vaccine


	•
	•
	•
	•
	Seek care for symptoms of:


	•
	•
	•
	•
	Chest pain, shortness of breath, feelings of having a fast
	-
	beating, fluttering, or pounding heart




	•
	•
	•
	Most patients responded well to medicine and rest


	•
	•
	•
	If you have any health problems after vaccination, report them to
	VAERS
	VAERS
	Span
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	COVID
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	Data from Phase 3 Clinical Trial:
	Data from Phase 3 Clinical Trial:
	Data from Phase 3 Clinical Trial:

	•
	•
	•
	•
	•
	•
	9% of children in clinical trial were baseline COVID
	-
	19 seropositive 


	•
	•
	•
	Post
	-
	vaccination antibodies higher in children who were baseline seropositive


	•
	•
	•
	Rates of local and systemic reactions, as well as adverse events, were lower in children who were 
	baseline seropositive  





	Data from U.S. Studies: 
	Data from U.S. Studies: 

	•
	•
	•
	•
	•
	•
	Approximately 38% of children aged 5
	–
	11 years have evidence of prior COVID
	-
	19 infection based on 
	seroprevalence estimates 


	•
	•
	•
	Prior infection can result in protection against infection but not 100% and likely decreases over time 


	•
	•
	•
	Children have a greater proportion of asymptomatic infection relative to adults 


	•
	•
	•
	•
	•
	Asymptomatic infection can result in lower antibody levels than severe disease 
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	Vaccine Efficacy 
	Vaccine Efficacy 
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	Vaccine Efficacy 


	•
	•
	•
	•
	•
	Vaccine efficacy against symptomatic lab
	-
	confirmed COVID
	-
	19 was 90.9% 
	(95% CI: 68.3%, 98.3%) 


	•
	•
	•
	•
	3 cases in the vaccine arm (N=1461; surveillance time: 369 person
	-
	years) 


	•
	•
	•
	16 cases in the placebo arm (N=714; surveillance time: 179
	-
	person
	-
	years)






	Benefits and Harms Summary
	Benefits and Harms Summary
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	Benefits and Harms Summary


	•
	•
	•
	•
	•
	•
	•
	Clinical trial demonstrated Pfizer
	-
	BioNTech COVID
	-
	19 vaccine is safe, 
	immunogenic and efficacious in children 5
	–
	11 years of age


	•
	•
	•
	•
	Trial not powered to assess rate of rare adverse events; no cases of 
	myocarditis in ~3100 vaccinated children



	•
	•
	•
	Balance of benefits and risks varies by incidence of COVID
	-
	19 


	•
	•
	•
	•
	Largest benefits with higher incidence 



	•
	•
	•
	Benefit/risk balance favorable, regardless of seropositivity rates 


	•
	•
	•
	•
	While many children 5
	–
	11 years of age may be seropositive, unknown 
	duration of protection for asymptomatic infection in children 


	•
	•
	•
	Safety data reassuring in seropositive population
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	19/clinical
	-
	considerations/covid
	-
	19
	-
	vaccines
	-
	us.html
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	Who Can Receive Pfizer 
	Who Can Receive Pfizer 
	Who Can Receive Pfizer 
	COVID
	-
	19 Pediatric 
	Vaccine?



	Pfizer COVID
	Pfizer COVID
	Pfizer COVID
	Pfizer COVID
	-
	19 Pediatric Vaccine Recipients


	•
	•
	•
	•
	•
	Children with 
	underlying medical conditions
	underlying medical conditions
	Span

	may be at increased risk for severe 
	illness from COVID
	-
	19


	•
	•
	•
	•
	Some 
	children without underlying medical conditions may get severe COVID
	-
	19



	•
	•
	•
	COVID
	-
	19 vaccine is recommended for everyone ages 5 years and older, 
	regardless 
	of underlying medical conditions


	•
	•
	•
	People with known current COVID
	-
	19 infection should defer vaccination until the 
	person has recovered from the acute illness AND met criteria to discontinue 
	isolation


	•
	•
	•
	•
	Serologic testing to assess for prior infection is 
	not 
	recommended for vaccine decision
	-
	making



	•
	•
	•
	COVID
	-
	19 
	vaccine
	is recommended for everyone ages 5 years and older, 
	regardless 
	of a history of symptomatic or asymptomatic COVID
	-
	19 infection 





	Sect
	Figure
	Storage and Handling
	Storage and Handling
	Storage and Handling



	Sect
	Figure
	Span
	Pfizer COVID
	Pfizer COVID
	Pfizer COVID
	-
	19 
	Pediatric 
	Vaccine Basics 



	Figure
	•
	•
	•
	•
	•
	Store vaccine in an ultra
	-
	cold freezer or refrigerator
	—
	Use Resources


	•
	•
	•
	•
	Store in the original carton


	•
	•
	•
	Do not store in the thermal shipping container or a freezer


	•
	•
	•
	Do not refreeze thawed vaccine



	•
	•
	•
	Pfizer COVID
	-
	19 Pediatric vaccine multidose vial
	—
	maximum of 10 doses 
	per vial, based on EUA 


	•
	•
	•
	Administer as Intramuscular (IM) injection in the deltoid muscle


	•
	•
	•
	•
	Anterolateral thigh may be used if needed 



	•
	•
	•
	Schedule 2
	-
	dose series separated by 21 days (3 weeks)
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	Orange Cap 
	Orange Cap 
	Storage 
	Conditions


	Figure
	Figure
	Figure

	ORANGE CAP
	ORANGE CAP
	ORANGE CAP
	ORANGE CAP
	—
	Vial Storage Prior to Use


	•
	•
	•
	•
	•
	Once received, frozen vials may be immediately transferred to the refrigerator at  
	2
	°
	C to 8
	°
	C (35
	°
	F to 46
	°
	F), thawed and stored for up to 10 weeks


	•
	•
	•
	Alternatively, frozen vials may be stored in an ultra
	-
	low temperature freezer at    
	-
	90
	°
	C to 
	-
	60
	°
	C (
	-
	130
	°
	F to 
	-
	76
	°
	F) for up to 6 months


	•
	•
	•
	Do 
	NOT
	store vials at 
	-
	25
	°
	C to 
	-
	15
	°
	C (
	-
	13
	°
	F to 5
	°
	F)


	•
	•
	•
	May also arrive at 2
	°
	C to 8
	°
	C (35
	°
	F to 46
	°
	F) 


	•
	•
	•
	•
	If received at 2
	°
	C to 8
	°
	C, they should be stored at 2
	°
	C to 8
	°
	C



	•
	•
	•
	Ensure carton is updated to reflect the 10
	-
	week refrigerated expiry date


	•
	•
	•
	Regardless of storage condition, vaccines should not be used after 6 months 
	from the date of manufacture printed on the vial and carton




	Once vials are thawed, they should not be refrozen
	Once vials are thawed, they should not be refrozen
	Once vials are thawed, they should not be refrozen



	ORANGE CAP
	ORANGE CAP
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	ORANGE CAP
	—
	Vial Storage During Use


	•
	•
	•
	•
	•
	If not previously thawed 2
	°
	C to 8
	°
	C (35
	°
	F to 46
	°
	F), allow vials to thaw at room 
	temperature up to 25
	°
	C (77
	°
	F) for 30 minutes


	•
	•
	•
	Vial label/carton may state that a vial should be discarded 6 hours after 1
	st
	puncture 


	•
	•
	•
	•
	Information in the Fact Sheet supersedes number printed on vial labels and cartons
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	Pfizer COVID
	Pfizer COVID
	-
	19 Vaccine Temperatures BEFORE and AFTER Puncture




	Storage Temperatures: 
	Storage Temperatures: 
	Storage Temperatures: 
	Storage Temperatures: 
	Storage Temperatures: 
	Before  Puncture



	May be stored at 8
	May be stored at 8
	May be stored at 8
	May be stored at 8
	°
	C to 25
	°
	C (46
	°
	F to 77
	°
	F) for a total of 12 hours prior 
	to dilution (including thaw time)




	Storage Temperatures: 
	Storage Temperatures: 
	Storage Temperatures: 
	Storage Temperatures: 
	Storage Temperatures: 
	AFTER dilution



	Vial should be held between 2
	Vial should be held between 2
	Vial should be held between 2
	Vial should be held between 2
	°
	C to 25
	°
	C (35
	°
	F to 77
	°
	F), discard vial 12 
	hours after dilution

	Discard any remaining vaccine after 12 hours
	Discard any remaining vaccine after 12 hours






	ORANGE
	ORANGE
	ORANGE
	ORANGE
	CAP
	—
	Expiration Guidance


	•
	•
	•
	•
	•
	Vaccine may be stored until the expiration date


	•
	•
	•
	Expires 6 months after manufacture date


	•
	•
	•
	•
	The manufacture date is printed on the 
	ORANGE CAP 
	vial  


	•
	•
	•
	Count out 6 months, using the month printed 
	on the vial as month 1


	•
	•
	•
	The vaccine expires on the last day of the 6
	th
	month
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	Link
	Span
	https://www.cdc.gov/vaccines/covid
	-
	19/downloads/expiration
	-
	tracker.pdf
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	CDC Pfizer COVID
	-
	19 Resource Page
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	Link
	Span
	https://www.cdc.gov/vaccines/covid
	-
	19/info
	-
	by
	-
	product/pfizer/index.html




	•
	•
	•
	•
	•
	Storage unit temperatures must be 
	monitored regularly and checked 
	and recorded at the beginning of 
	each workday


	•
	•
	•
	•
	To determine if any excursions 
	have occurred since the last 
	temperature check



	•
	•
	•
	For accurate temperature 
	monitoring, use a digital data logger 
	(DDL) with a detachable probe that 
	best reflects vaccine temperatures 
	(e.g., probe buffered with glycol, 
	glass beads, sand, or Teflon®)
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	Figure
	Figure
	Figure
	Span
	CDC Pfizer COVID
	CDC Pfizer COVID
	CDC Pfizer COVID
	-
	19 Resource Page

	P
	Link
	Span
	https://www.cdc.gov/vaccines/covid
	-
	19/info
	-
	by
	-
	product/pfizer/index.html
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	Vaccine Preparation & 
	Administration
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	Dose 
	Guidance


	Figure
	Figure

	ORANGE 
	ORANGE 
	ORANGE 
	ORANGE 
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	Guidance 
	Cont….


	Figure
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	Preparing the 
	Preparing the 
	Preparing the 
	Preparing the 
	Vaccine
	—
	ORANGE CAP


	Figure
	•
	•
	•
	•
	•
	Before dilution, mix by inverting vaccine vial 
	gently 10 times
	—
	Do not shake


	•
	•
	•
	Add 1.3 mL of sterile 0.9% Sodium Chloride 
	Injection, USP into the vaccine vial


	•
	•
	•
	Gently invert the vial 10 times to mix
	—
	Do not 
	shake


	•
	•
	•
	Record the date and time of first vial 
	puncture on the vial label


	•
	•
	•
	Store between 2
	°
	C to 25
	°
	C                                               
	(35
	°
	F to 77
	°
	F)


	•
	•
	•
	Discard any unused vaccine                                                      
	12 hours after dilution
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	**Only withdraw ten 0.2 
	**Only withdraw ten 0.2 
	**Only withdraw ten 0.2 
	mL doses from the vial, 
	per the EUA**
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	Proper IM Injection 
	Proper IM Injection 
	Proper IM Injection 
	Technique


	•
	•
	•
	•
	•
	Deltoid preferred site for                  
	3 years and older


	•
	•
	•
	May use the vastus lateralis 
	muscle of the anterolateral 
	thigh
	—
	use appropriate 
	needle length


	•
	•
	•
	Administer in thickest, most 
	central part of the muscle


	•
	•
	•
	Use needle length based on 
	patient’s age and weight


	•
	•
	•
	Insert the needle into the 
	muscle at a 90
	°
	angle
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	Link
	Span
	https://www.cdc.gov/vaccines/hcp/admin/
	Span
	downloads/vaccine
	-
	administration
	-
	needle
	-
	length.pdf
	Span




	Figure
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	Coadministration
	Coadministration
	Coadministration


	•
	•
	•
	•
	•
	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



	•
	•
	•
	If multiple vaccines are administered at a single visit, administer each 
	injection in a different injection site


	•
	•
	•
	•
	Separate injection sites by 1 inch or more
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	AIM: 
	AIM: 
	www.aimtoolkit.org
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	19 Resource Page
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	Span
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	19/info
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	by
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	product/pfizer/index.html
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	•
	•
	•
	•
	•
	•
	NO. 
	While these vials appear to contain sufficient 
	diluent for multiple vials, they must only be used 
	once.


	•
	•
	•
	•
	Diluent vials are a one
	-
	time
	-
	use item and should 
	be discarded with the remaining content after 
	each use


	•
	•
	•
	For each vial of vaccine, extract 1.3mL of diluent 
	from a single
	-
	use vial to reconstitute 1.3mL of 
	vaccine 


	•
	•
	•
	Do not
	be tempted to
	puncture diluent vials more 
	than once





	I just 
	I just 
	I just 
	reconstituted 
	one vial of 
	vaccine and 
	there is more 
	diluent left over. 
	Can I use that 
	same diluent to 
	reconstitute 
	another vial of 
	vaccine? 



	What dose and 
	What dose and 
	What dose and 
	What dose and 
	product do I use if 
	a child is turning 
	12 years old 
	between their first 
	and second dose 
	of the Pfizer 
	vaccine series?


	The dosage and product should be based on the 
	The dosage and product should be based on the 
	The dosage and product should be based on the 
	child’s age on the day 
	of vaccination.
	Children aged 5 through 11 years should receive the  
	10 µg Pfizer
	-
	BioNTech COVID
	-
	19 Vaccine (
	orange cap
	) formulation, and 
	adolescents aged 12 years and older should receive the 30 µg Pfizer
	-
	BioNTech COVID
	-
	19 Vaccine (
	purple cap
	) formulation. Therefore, i
	f a 
	child turns 12 years old between their first and second dose, they 
	should receive the age
	-
	appropriate 30 µg Pfizer
	-
	BioNTech COVID
	-
	19 
	Vaccine (
	purple cap
	) formulation or COMIRNATY for their second dose 
	to complete their series.

	•
	•
	•
	•
	If a child turns from 11 to 12 years of age in between their first and 
	second dose and receives the 5
	–
	11 years (
	orange cap
	) for their 
	second dose, they do not need to repeat the dose, and this is not 
	considered an error under the EUA.


	•
	•
	•
	Children should receive the age
	-
	appropriate vaccine formulation 
	regardless of their size or weight
	.
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	MDHHS 
	MDHHS 
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	Guidance and Education Website
	Guidance and Education Website
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	Thank You! 
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	Next “Noontime 
	Next “Noontime 
	Next “Noontime 
	Knowledge” Update: TBD

	Please watch your email for 
	Please watch your email for 
	an updated link and topic! 







