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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.

* 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
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http://www.michigan.gov/COVIDvaccineprovider
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Hot Off the Press

* December 14, 2021-FDA granted an amendment to the Janssen COVID-19 Vaccine EUA Fact Sheets
* Changes to the EUA Fact Sheet for Healthcare Providers Administering Vaccine include:

* Adding a History of Thrombosis with Thrombocytopenia (TTS) following Janssen COVID-19 vaccine
or any other adenovirus vector vaccine as a contraindication to receipt of Janssen COVID-19 vaccine

* Adding additional information about TTS to the “Warnings and Precautions” and “Overall Safety”
section

* Changes to the EUA Fact Sheet for Recipients and Caregivers include:
* Revised section on “Who Should Not Get the Janssen COVID-19 Vaccine”

* Adding blood clots with low. level of platelets under the section “What are the Risks of the Janssen
COVID-19 Vaccine”

Coronavirus (COVID-19) Update: December 14, 2021 | FDA



https://www.fda.gov/news-events/press-announcements/coronavirus-covid-19-update-december-14-2021

Emergency ACIP Meeting Today!

Draft - December 15, 2021

MEETING OF THE ADVISORY COMMITTEE ON IMMUNIZATION PRACTICES (ACIP)
Centers for Disease Control and Prevention

Atlanta, Georgia 30329

December 16, 2021

Thursday, December 16, 2021

12:00

12:15

2:00
2:10
2:30

4:00

Welcome & Introductions

Coronavirus Disease 2019 (COVID-19) Vaccines

Introduction

Updates on Thrombosis with Thrombocytopenia Syndrome (TTS)
VaST summary

Updates to the benefit/risk assessment for Janssen COVID-19 vaccines:

Applying the Evidence to Recommendation Framework

Discussion
Break

Public Comment

VOTE

Janssen COVID-19 Vaccine: Updated recommendations for use
Break

COVID-19 vaccine safety surveillance in children 5-11 years of age

Adjourn

Meeting Agenda

Dr. Grace Lee (ACIP Chair)
Dr. Melinda Wharton (ACIP

Dr. Matthew Daley (ACIP, W
Dr. Isaac See (CDC/NCEZID)

Dr. Keipp Talbot (VasST Chair
Dr. Sara Oliver (CDC/NCIRD

Dr. Sara Oliver (CDC/NCIRD

Dr. John Su (CDC/NCEZID)

Next ACIP Meeting
December 16, 2021, 12:00pm - 4:00pm Eastern

This meeting is virtual. No registration is required to watch the
webcasts.

Agenda - December 16, 2021 B[ page]

Webcast Link

Federal Register [4

https://www.cdc.gov/vaccines/acip/index.html



https://www.cdc.gov/vaccines/acip/index.html
https://www.cdc.gov/vaccines/acip/index.html

Pfizer Booster Dose

Recommendations
for 16- and 17-Year
Olds




COVID-19 Vaccine Booster Dose Updates

CDC Press Release: Expanding booster doses to everyone (11/19/2021)

CDC Press Release: Strengthening booster recommendations for 18+ (11-29-21)

FDA Press Release: Authorizing booster doses for 16- and 17-Year-olds (12-9-21)
CDC Press Release: Expanding booster recommendations to 16- and 17-year-olds (12-9-21)
MDHHS Press Release: Pfizer booster doses authorized for ages 16 and 17 (12-10-21)



https://www.cdc.gov/media/releases/2021/s1119-booster-shots.html
https://www.cdc.gov/media/releases/2021/s1129-booster-recommendations.html
https://www.fda.gov/news-events/press-announcements/coronavirus-covid-19-update-fda-expands-eligibility-pfizer-biontech-covid-19-booster-dose-16-and-17
https://www.cdc.gov/media/releases/2021/s1208-16-17-booster.html
https://www.michigan.gov/mdhhs/0,5885,7-339-73970_71692_71696-573848--,00.html

Booster Dose Recommendation

* All persons aged 18 years and older should receive a booster dose
of COVID-19 vaccine, even if they were younger than 18 years of
age at the time of their primary series

* Any COVID-19 vaccine (Pfizer, Moderna, Janssen) can be used for this age group

* Persons who are 16 or 17 years old may receive a booster dose
based on individual risks and benefits

e Only the Pfizer COVID-19 vaccine may be administered for this age group






Received a Primary Series of Pfizer COVID-19 Vaccine

Persons 18 years and older should receive a booster dose at least 6 months after
completing their primary vaccine series
* Any COVID-19 vaccine (Pfizer, Moderna, Janssen) can be used

* Persons who are moderately to severely immunocompromised should receive a
booster dose at least 6 months after their additional (379) dose

Persons 16 and 17 years of age may receive a booster dose based on individual
benefit and risk at least 6 months after completing their primary vaccine series
* Only the Pfizer vaccine can be used for this dose

* Persons 16 and 17 years of age who are moderately to severely immunocompromised
may receive a boosterdose at least 6 months after their additional (3') dose



Received a Primary Series of Moderna COVID-19 Vaccine

* Persons 18 years and older should receive a booster dose at least 6 months after
completing their primary vaccine series
* Any COVID-19 vaccine (Pfizer, Moderna, Janssen) can be used

* Persons who are moderately to severely immunocompromised should receive a
booster dose at least 6 months after their additional (379) dose



Received a Primary Dose of Janssen COVID-19 Vaccine

Persons 18 years and older should receive a booster dose at least 2 months after
completing their single primary dose

* Any COVID-19 vaccine (Pfizer, Moderna, Janssen) can be used
* This booster recommendation includes those who are moderately to severely

immunocompromised (remember persons who received Janssen as their primary dose
do not receive an additional primary dose, only a booster)



Everyone 16 years or
older is now eligible for
a COVID-19 booster!

Immunity decreases naturally over time and cold weather makes
viruses even easier to spread. As we gather with friends and family
over the holidays, a booster can help keep us protected.

If you got your initial doses of If you got your initial dose of
Pfizer or Moderna at least Johnson & Johnson at least
6 months ago, you are now 2 months ago, you are eligible
eligible for another dose. for another dose.

Some people may prefer a different vaccine type for their
booster; mixing and matching is allowed as long as you are 18+.

mDHHS For help finding a vaccination site, visit 70 °
R e ichigan.gov cine or call 2-1-1. o O o

COVID Extra Dose Infographic v5 739226 7.png (1920x1080) (michigan.gov)



https://www.michigan.gov/images/coronavirus/COVID_Extra_Dose_Infographic_v5_739226_7.png

Bring a copy © ur COVID-19 v nation record card

Who is eligible for an extra with you to }fa:ur‘a;:rpa:ir‘utrr‘ler‘ufcf
dose of COVID-19 vaccine? [l iesietosciodisessi:

COVID-19 vaccination series.
J_ | (If you have not completed vour I l

You have completed your |

wvaccine series, please do so).

[ 1 got Pfizer or Moderna ]

Il

\ v
Are you moderately H b T G Has it been at least 2
to severely . I~ No mEcl:Sn‘lthsiﬁ‘Fef oiarsz,.u dose? |‘ No ¥ vou are NOT eligible for months after your initial No You are NOT eligible for
immunocompromised? o _ a booster dose of dose? a booster dose of

! | wvaccine at this time. | vaccine at this time.
Yes Yes "™ Yes "

e - >

You should get an [ Are you 16+ years? ]-Ho [ Are you 18+ years? ]-No
additional (3) dose of | |

the same type of vaccine Yes Yes

[ I £ot Johnson & Johnson J

{Pfizer or Modema) at v o
least 28 days after your [ Are you 16 or 17 years? ]— No If you are 18+ years you You should get a booster
2 dose. 1 should get a booster dose at least 2 months
Yes dose (Pfizer-BioNTech, after your initial dose.
L - Moderna, or Janssen) at
v ~
You should receive a single You should get a booster least 6 months after
booster dose dose of Pfizer-BioNTech at your 2-dose primary
(Pfizer-BioNTech, least & months after your Senes.
Moderna, or Janssen) at 2-dose primary series.

least 6 months after
completing your 3™ Pfizer
or Moderna dose as

long as you are 18 years
or older. Those between
16 and 17 years should

only recieve a booster
dose of Pfizer-BioMNTech. Reso urces

1. Who is moderately to severely immunocompromised?
{bit.ly/Wholsimmuno)

r1 ‘ Learn More: Michigan.gov/COVIDvaccine
‘DHHS Find a Vaccine: VaccineFinder.org 2. Where can | download my immunization record?

12-10 3rd Dose Flowchart v2 (michigan.gov) b



https://www.michigan.gov/documents/coronavirus/12-3_3rd_Dose_Flowchart_742690_7.pdf
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EUA Fact Sheet




Pfizer EUA Fact Sheet Information

ENGLISH

FACT SHEET FOR HEALTHCARE PROVIDERS ADMINISTERING VACCINE
(VACCINATION PROVIDERS)

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

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-18 Vaccine, for active immunization to prevent
COVID-18 in individuals 5 years of age and older.

There are 2 formulations of Pfizer-BioNTech COVID-19 Vaccine authorized for
use in individuals 12 years of age and older:

The formulation supplied in a multiple dose vial with a purple cap
MUST BE DILUTED PRIOR TO USE.

The formulation supplied in a multiple dose vial with a gray cap and
label with a gray border IS NOT DILUTED PRIOR TO USE.

This Fact Sheet pertains only to Pfizer-BioNTech COVID-19 Vaccine supplied
in a multiple dose vial with a purple cap, which is authorized for use in
individuals 12 years of age and older and MUST BE DILUTED PRIOR TO USE.

Pfizer-BioNTech COVID-19 Vaccine supplied in a multiple dose vial with a
purple cap is authorized for use to provide:

= a2-dose primary series to individuals 12 years of age and older;

« athird primary series dose to individuals 12 years of age and older
who have been determined to have certain kinds of
immunocompromise;

a single booster dose to individuals 16 years of age and older who
have completed a primary series with Pfizer-BioNTech COVID-19
Vaccine or COMIRNATY; and

a single booster dose to individuals 18 years of age and older who
have primary with a

COVID-19 vaccine. The dosing interval for the heterologous booster
dose is the same as that authorized for a booster dose of the vaccine

Healthcare Providers for 12 years of age

ENGLISH

FACT SHEET FOR HEALTHCARE PROVIDERS ADMINISTERING VACCINE
(VACCINATION PROVIDERS)

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

FOR 12 YEARS OF AGE AND OLDER
DO NOT DILUTE

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.

There are 2 formulations of Pfizer-BioNTech COVID-19 Vaccine authorized for
use in individuals 12 years of age and older:

The formulation supplied in a multiple dose vial with a gray cap and
label with a gray border IS NOT DILUTED PRIOR TO USE.

The formulation supplied in a multiple dose vial with a purple cap
MUST BE DILUTED PRIOR TO USE.

This Fact Sheet pertains only to Pfizer-BioNTech COVID-19 Vaccine supplied
in a multiple dose vial with a gray cap and a label with a gray border which is
authorized for use i duals 12 years of age and older and MUST NOT BE
DILUTED PRIOR TO USE.

Pfizer-BioNTech COVID-19 Vaccine supplied in a multiple dose vial with a
gray cap and a label with a gray border is authorized for use to provide:
a 2-dose primary series to individuals 12 years of age and older;

« a third primary series dose to individuals 12 years of age and older
who have been determined to have certain kinds of
immunocompromise;

« asingle booster dose to individuals 16 years of age and older who
have completed a primary series with Pfizer-BioNTech COVID-19
Vaccine or COMIRNATY; and

* asingle booster dose to individuals 18 years of age and older who

i ination with a di

Healthcare Providers for 12 vears of age

and older, purple cap (must dilute)
(michigan.gov)

and older, gray cap (no dilution)
(michigan.gov)

ENGLISH

FACT SHEET FOR HEALTHCARE PROVIDERS ADMINISTERING VACCINE
(VACCINATION PROVIDERS)

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

The U.S. Food and Drug Administration [FDA} has issued an Emergency Use
Authorization (EUA) to permit the se of the oduct,
Pfizer-BioNTech COVID-19 Vaccine, for active |mmunlzahon 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-18 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

Vaccination 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
COVID-19 that result in hospitalization or death following administration of
Pfizer-BioNTech COVID-19 Vaccine. See “MANDATORY REQUIREMENTS FOR
PFIZER-BIONTECH COVID-19 VACCINE ADMINISTRATION UNDER
EMERGENCY USE AUTHORIZATION" for reporting requirements.

The Pfizer-BioNTech COVID-18 Vaccine is a suspension for intramuscular
injection

The Pfizer-BioNTech COVID-18 Vaccine, which is supplied in a multiple dose vial
with an orange cap and a label with an orange border, is administered, after

* Notwithstanding the age limitations for use of the different formulations and presentations.
described above, individuals who will turn from 11 years to 12 years of age between their first and

Healthcare Providers for 5-11 vears of age,

orange cap, (must dilute) (michigan.gov)

There are 3 versions of EUA Fact Sheets for Healthcare Providers and 2 versions for Recipients and Caregivers



https://www.michigan.gov/documents/mdhhs/5upAnnotated_28Oct2021_8PM_EDT_Tris10mcg-EUA-FPI-HCP-Fact_Sheet_in_response_to_CBER_comments_on_28Oct2021__739896_7.pdf
https://www.michigan.gov/documents/mdhhs/Pfizer_EUA_Full_PI_HCP_FS_Tris-Sucrose_30mcg__Grey_Final_742987_7.pdf
https://www.michigan.gov/documents/mdhhs/PBS-Sucrose-EUA_FPI_HCP_Fact_Sheet_Final12up_739895_7.pdf

CONTENT-SPECIFIC COVID-19 RESOURCES ENGLISH

Webinars FACT SHEET FOR HEALTHCARE PROVIDERS ADMINISTERING VACCINE
(VACCINATION PROVIDERS)

« Upcoming Noontime Knowledge: October 1, 2021 at 12:00 p.m. EST EMERGENCY USE AUTHORIZATION (EUA) OF
THE PFIZER-BIONTECH COVID-19 VACCINE TO PREVENT CORONAVIRUS

Education Corner DISEASE 2019 (COVID-19)
_ ===
Enrcliment FOR 12 YEARS OF AGE AND OLDER
DO NOT DILUTE

Redistribution
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 S years of age and older.

Product-Specific Information & EUAs

There are 2 formulations of Pfizer-BioNTech COVID-19 Vaccine authorized for
use in individuals 12 years of age and older:

The formulation supplied in a multiple dose vial with a gray cap and
label with a gray border IS NOT DILUTED PRIOR TO USE.

Janssen {,Johnson & JOhnSO“} The formulation supplied in a multiple dose vial with a purple cap
MUST BE DILUTED PRIOR TO USE.

EUA Fact Sheets This Fact Sheet pertains only to Pfizer-BioNTech COVID-19 Vaccine supplied
in a multiple dose vial with a gray cap and a label with a gray border which is
I + EUA Fact Sheet for Healthcare Professionals | ;lLu'rEzo.%l'sro;.:gJ'sug.ﬂm.n ARt s e s
o § Through 11 Years of Age, Orange Cap (must dilute) - UPDATED 10/29/21 Pfizor-BioNTech COVID-19 Vaccine suppliod in a multiple dose vial with a
i cap and a label with a border is authorized for use to provid
o 12 Years of Age and Older, Purple Cap (must dilute) - UPDATED 12/9/21 =y ."2 > ;dm:y e 9""70 mdm‘;’u:. 52 whars o":‘p an:oldw.
s 12 Years of Age and Older, Grey Cap (do not dilute) - UPDATED 12/9/21 = a third primary series dose to individuals 12 years of age and older
- who have been determined to have certain kinds of
+ EUA Fact Sheet for Recipients immunocompromise;
o 5§ Through 11 years of Age - UPDATED 10/29/21 o s dtansefipins el roqar s X savaipbgbe sdbolg e
* Spanish - UPDATED 10/23/21 r:‘l:::;: :3:3:‘:::.1: l::idviduals 18 years of age and older who
¢ 12 Years of Age and Older - UPDATED 12/9/21 have completed primary vaccination with a different authorized
. COVID-19 vaccine. The dosing interval for the heterologous booster
= Spanish - UPDATED 10/29/21 doco‘ Et m_umo as tt?a! 2uthorized for a booster dose of the vaccine

o Important: Print and provide the above EU

recipienticaregiver in Michigan. U pd ated E UA Fa Ct Sh eets 1A) is an FDA-approved COVID-19

o This version includes the information staten that is indicated for active immunization

law, patients/parents must be informed abot WWW. m iCh iga n .gOV/COVi dva CCi ne prOVi d e r ’



http://www.michigan.gov/covidvaccineprovider
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Interim Clinical
Considerations




Interim Clinical Considerations for Use of COVID-19 On This Page
Vac_cmes Currently Appl‘OVGd or Authorized in the Purpose Considerations involving pregnancy, lactation, and
United States fertility

CDC expands COVID-19 booster recommendations to 16- and 17-year-clds. Learn more about booster shots. COVID-19 vaccines

Reference Materials Get Email Updates Groups recommended for vaccination

To receive email updates about
this page, enter your email Primary series

COVID-19 Vaccine Administration Error Revaccination Guidance B ddress: Considerations for mRNA COVID-19 vaccines: Pfizer-
BioNTech and Moderna

Vaccination of children and adolescents

Patient counseling
Summary Decument for Interim Clinical Considerations B

COVID-19 Vaccine Administration Error Revaccination Guidance - Poster B Additional primary dose

it Considerations for Janssen COVID-19 Vaccine
Booster dose

Summary of recent changes (last updated December 10, 2021):

= Updated guidance for use of Pfizer-BioNTech COVID-13 vaccine as a booster dose in persons aged 16 years and older

Interchangeability of COVID-19 vaccine products Contraindications and precaitions

Reporting of vaccine adverse events

Key points Coadministration of COVID-19 vaccines with other
= ACOVID-19 primary series vaccination is recommended for everyone aged 5 years and older in the United States for vaccines X
the prevention of coronavirus disease 2019 (COVID-19). Laboratory testing

An additional primary mRNA COVID-19 vaccine dose is recommended for moderately or severely

immunocompromised people = 12 years of age who received a8 2-dose mRMNA vaccine primary series. People who received COVID-19 vaccine outside the

« Abooster dose of COVID-19 vaccine is recommended for all persons aged 18 or older, at least 6 months after United States Appendix A. Vaccine administration errors and
completion of a MRNA vaccine (Pfizer-BioNTech or Moderna) primary series, or at least 2 months after receipt of the deviations
single primary dose Janssen vaccine i X
= Adolescents aged 16-17 years may receive a single booster dose of Pfizer-BioNTech COVID-18 at least 6 months after People who received COVID-19 vaccine as pa rtofa
completion of the primary series, based on their individual benefits and risks. clinical trial Appendix B: Triage of people with a history of allergies
= COVID-19 vaccines currently spproved ar suthorized by FDA are effective in preventing serious outcomes of COVID- or allergic reactions
1%, including severe disease, hospitalization, and death. . . . .
« Efforts to maximize the propartion of pecple in the United States who are fully vaccinated against COVID-19 remain COVID-19 vaccination and SARS-CoV-2 infection
critical to ending the COVID-19 pandemic Appendix C: Ingredients included in COVID-19 vaccines
= The Advisory Committee on Immunization Practices (ACIP) and CDC have issued interim recommendations for the . . .
s of three COVID.1S vactines: Vaccinating people with a known COVID-19 exposure or
@ Pfizer-BioNTech COVID-19 Vaccine/COMIRNATY during COVID-18 outbreaks Appendix D: Potential characteristics of allergic
o Moderna COVID-19 Vaccine reactions, vasovagal reactions, and vaccine side effects

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

Guidance on Pfizer

COVID-19 Vaccine
Gray Cap Product




Transition to Pfizer ‘Gray-Cap’

A new formulation of Pfizer vaccine for adults/adolescents will be available this December

Pfizer Tris-Sucrose Adult product (a.k.a. gray cap) ordering will begin on December 23

Pfizer 1170 (Purple Cap) will be unavailable for order after 9a.m. on 12/23
Gray Cap product won’t be available for order until late 12/23 or early 12/24

All order thresholds thereafter will be for the Pfizer Tris-Sucrose Adult product (Gray Cap)
in the smallest unit order of 300 doses (current Purple Cap will no longer be available)

A MIHAN will be going out later today with a holiday shipping reminder and the gray cap
ordering update



Transition to Pfizer ‘Gray-Cap’ Cont.

* Key Considerations:

Providers should maximize use of all remaining Pfizer PBS doses prior to using
Tris-Adult

Provider sites should carry only one Pfizer adult formulation at a time

Provider sites utilizing the Pfizer thermal shipping containers for temporary storage
must prepare for use of an ULT freezer or refrigerator moving forward; these shipping
containers cannot be utilized to store the Pfizer Tris-Adult formulation



Pfizer BioNTech COVID-19 Vaccine: Product Characteristics

Description

Age Group

Vial Cap Color and Label with Color
Border

Dose

Dose Volume

Amount of Diluent*
Needed per Vial

Doses per Vial

ULT Freezer (-90°C to -60°C)
Freezer (-25°C 10 -15°C)

Refrigerator (2°C to 8°C)
Room Temperature (8°C to 25°C)

After First Puncture
(2°C to 25°C)

Dilute Before Use

12 years and older
PURPLE

30 meg

03 mL

1.8ml

6 doses per vial
(after dilution)

12 years and older

GRAY

30 meg

03mL

NO DILUTION

6 doses per vial

Storage Conditions

9 months**
2 weeks
1 month
2 hours prior to dilution

(including any thaw time)

Discard after 6 hours

6 months***
DO NOT STORE
10 weeks

12 hours prior to first puncture
(including any thaw time)

Discard after 12 hours

5 through 11 years
ORANGE

10 meg

0.2 mL

1.3mL

10 doses per vial
(after dilution)

6 months***
DO NOT STORE
10 weeks
12 hours prior to first puncture
(including any thaw time)

Discard after 12 hours




Gray Cap Storage Options

|

(: ®) Ultra Cold Freezer Refrigerator
* -90°C to -60°C (-130°F to -76°F) * 2°Cto 8°C (35°F to 46°F)
* Store up to 6 months * Store up to 10 weeks

DO NOT store Gray Cap Vials in Regular Freezer -25°C to -15°C (-13°F to 5°F)

* If vial cartons are delivered at 2°C to 8°C (35°F to 46°F), vaccine needs to
stay at 2°C to 8°C (35°F to 46°F)
*  One vaccine is thawed, Do Not Refreeze

w K v + % 2}



Date of Manufacture and Expiration

Vials can be stored up to 6 months in an Ultra Cold Freezer -90°C to -60°C (-130°F to -76°F)

Once the vials are thawed and moved to the refrigerator 2°C to 8°C (35°F to 46°F), the vials
may be stored for up to 10 weeks

*  The carton should be updated to reflect the 10-week expiration date

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

Undiluted Vials at ULT -90%C to -B0°C |-130%F ta -T6%F)
Date of Manufacture &-Month Expiry Date
0RI07] =— anuary 31, 2027

O 202] e Fplyruary 28, 2027

1/I02] e plairch 31, 2022

11/202] ——

Apwil 30, 2022
122021 =——— gy 31, 2022
Month 1 Month 2 Month 3 Month 4 Month 5 Month 6
Date of Manufaciure September 2021 October 2021 November 2021 December 2021 Expiration Date
August 1, 2021 January 31, 2022

*Date on Vial is Date of Manufacture not Expiration*



Preparation Instructions

Dose Verification (individuals 12 years of age and older)

 Verify that the vial has a gray plastic cap and a label with a gray
border

* Vaccine intended for persons aged 12 years and older should not
be used for persons 5 through 11 years of age

v' Gray plastic cap and label with
gray border.

Thaw vial(s) before use by:

N . Allowing vial(s) to thaw in the refrigerator 2°C to 8°C (35°F to
) 46°F). A carton of 10 vials may take up to 6 hours to thaw, and
Stpre i the thawed vials can be stored in the refrigerator for up to 10 weeks
refrigerator for
up to 10 weeks * Allowing vial(s) to sit at room temperature up to 25°C (77°F) for 30
prior to use. minutes
* Vials may be stored at room temperature up to 25°C (77°F) for up

to 12 hours prior to use



Preparation Instructions Cont.

* Before use, mix by inverting vaccine vial
gently 10 times

* Do not shake

* Prior to mixing, the thawed vaccine may
contain white to off-white opaque
amorphous particles

* After mixing, the vaccine should appear as a
white to off-white suspension with no visible

particles
=l I * Do not use if liquid is discolored or if particles

are observed after mixing
Gently x 10



Preparation Instructions Cont.

Withdraw 0.3 mL dose of
vaccine.

*  DoNOT DILUTE

Date / Time: |

Record the date and time of first
puncture.
Use within 12 hours after first
puncture.

Using aseptic technique, cleanse the vial stopper with a single-use
antiseptic swab, and withdraw 0.3 mL of the Pfizer-BioNTech
COVID-19 Vaccine, preferentially using a low dead-volume syringe
and/or needle

Each dose must contain 0.3 mL of vaccine

If the amount of vaccine remaining in the vial cannot provide a
full dose of 0.3 mL, discard the vial and any excess volume

Administer immediately

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 first puncture*

*Gray cap vial labels and cartons may state that a vial should be
discarded 6 hours after first puncture. The information in the EUA
fact sheet supersedes what is printed on the labels and cartons



Proper IM Injection
Technique

* Deltoid preferred site for
3 years and older

* 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

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

Fact Check




| haven’t yet received a
shipment of the
orange cap vaccine;
can | use a vial of the

purple or gray cap
vaccine to provide a
dose to a child 5
through 11 years of
age?

* No. The Purple Cap and Gray Cap formulations are NOT
AUTHORIZED for use in individuals 5 through 11 years of
age.

* The orange cap vaccine is authorized for a 10mcg dose
for use in children ages 5 through 11 years.



At this time, only the Pfizer-BioNTech mRNA
COVID-19 vaccine can be used for booster
vaccination for those aged 16-17 years, and use
should be based on their individual benefits and
risks

* Heterologous (mix and match) booster doses can
be used in people aged 18 years and older

Can 16- and 17-
year-olds receive
any COVID-19

vaccine for their
booster dose?




Resources




FORMULATION: 12 Years of Age and Older
Pfizer-BioNTech COVID-19 Vaccine

Standing Orders for Administering Vaccine

Vaccine Diluent

Formulation: 12 years of age

and older (purple cap) preservative-free) diluent

1.8 mL of 0.9% sodium chloride (normal saline,

Dosage [amount)/ Route

0.3 mL/M injection

Purpose

= To reduce morbidity and mortality from coronavirus disease
2019 (COVID-19) by vaccinating persons who meet the criteria

established by the Centers for Disease Control and Prevention's

Advisory Committee on Immunization Practices (ACIP).

Policy

= Where authorized under state law, standing orders enable
eligible nurses and other healthcare professionals (e.q.,
pharmacists) to assess and vaccinate persons who meet the
eriteria in the “Procedure” section below without the need
for clinician examination or direct order from the attending
provider at the time of the interaction.

Procedure

Assess persons 12 years of age and older for vaccination with Pfizer
BioNTech COVID-19 Vaccine based on the following criteria:

= Primary-series vaccination

o If the recipient has never received a COVID-19 vaccine,
administer 1 dose of Pfizer-BioNTech COVID-19 vaccine.

o Ifthe recipient has received 1 previous dose of Pfizer-
BioNTech COVID-19 Vaccine, administer the second dose at
aninterval of least 21 days.

o If the vaccine product given as the first dose cannot be
determined or is no longer available, any mRNA COVID-19
vaccine product may be administered at least 28 days after
the first dose.

o If 2 doses of an mRNA vaccine or a single dose of Janssen
COVID-19 Vaccine has been administered, the person is
considered fully vaccinated 2 weeks after completing the
primary vaccination series.

= Persons with a history of myocarditis or pericarditis:

o Ifhistory is prior to COVID-19 vaccination may receive any
FDA-authorized COVID-19 vaccine after the episode of
myocarditis or pericarditis has completely resolved

1 If myocarditis or pericarditis occurs after a dose of an
mRNA vaccine, do not administer a subsequent dose of
any COVID-19 vaccine. Administration of the subsequent
dose of COVID-19 vaccine can be considered in certain
cdircumstances after the episode of myocarditis or
pericarditis has completely resolved. Decisions regarding

vaccination should be made in consult with the clinical

" " o

team. Considerations can be found at https:/www.cdc.gov/
vaceines/covid-19/clinical-considerations/covid-19-vaccines

us.htmlconsiderations-pfizer-biontech-moderna

o Inform recipients, especially males 12 through 29 years of
age and their parents/legal representative (when relevant)
of the possibility of myocarditis or pericarditis following
receipt of mANA COVID-19 vaccines and the need to seek
care if symptoms of myocarditis or pericarditis develop
after vaccinat

= Additional primary dose for persons who are moderately or
severely immune compromised”

o For a person aged 12 years and older who received a Pfizer-
BioNTech primary mRNA vaccine series: Administer an
additional primary dose of Pfizer-BioNTech vaccine at least
28 days after an intial 2-dose Pfizer-BioNTech primary series.
If the vaccine product cannot be determined or is no longer
available, administer either mRNA COVID-19 product.

* Persons who have received HCT or CAR-T-cell therapy

o Revaccinate persons who received doses of COVID-19
vaceine prior to receiving HCT or CAR-T-cell therapy with a
primary series at least 3 months (12 weeks) after transplant
or CART-cell therapy.

= Booster doses

© Abooster dose, at least 6 calendar months after the last
dose of a COVID-19 mRNA vaccine primary series (i.e, after
the 2nd dose or the ad nal [3rd ] dose for moderately or
severely immunocompromised persons)

» Should be administered to persons 18 years of age and
older (Use of heterologous - mix and match - booster
dases is allowed)

» May be administered to persons 16 and 17 years of age
based on their individual benefits and risks

= Additional Clinical Considerations
o For persons whe received a COVID-19 vaccine:
» Outside of the United States
« Not currently authorized/approved in the United States

VID-19 vaccine may be coadministered
s without regard to timing, including
Jinistration.
ons for COVID-19 vaccination and SARS-
idance, including after receiving passive
, can be found at: L
H-19/clinical-cons iderations/covid-19:
fov-19-vaccination

ications and Precautions

reaction (e.g., anaphylaxis)
his dose or to a component of the
fire
sed allergy to a component of the
Jetps://www cde gov/vaceines/eovid-19/

Jix-C for a list of vaccine components)

| ATION: 12 Years of Age and Older

Ir-BioNTech COVID-19 Vaccine

g Orders for Administering Vaccine

© Precautions:

» Maost people determined to have a precaution to a
COVID-19 vaccine at their appointment can and should
be administered vaccine.

« Immediate allergie reaction® to any non-COVID-19 vaceine

or injectable therapy (i.e., intramuscular, intravenous, or
subcutaneous vaccines or therapies [excudi

record: The vaccine and the date it was administered,
cturer, lot number, vaceination site and route,

nd title of the persan administering the vaceine
tion record card: Date of vaccination, product
phanufactures, lot number, and name/location of
hinistering clinic or healthcare professional. Give ta
kine recipient.

immunotherapy for allergies, i.e., “allergy shots™])

« This includes non-COVID-19 vaccines and therapies
‘with multiple components 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

« Contradiction to one type of COVID-19 vaccines

(mRNA) is a precaution to other types of COVID-19

vaccines (Janssen)®

» Moderate to severe acute illness

f Patient Needle Gauge Needle Length Injection Si
r than 130 Ibs 22-25 . Deltoid muscle of arm
152Ibs | 2225 | Deltoid muscle of arm
22-25 Deltoid muscle of arm
22-25 Deltoid muscle of arm
22-25 Deltoid muscle of arm
[ 2-25 | Deltoid muscle of arm

and/or parents/legal guardians with a
Jact Sheet for Recipients and Caregivers.
r the vaccine. Choose the correct needle
h, and injection site for persons:

s of age:
ngth: 22-25 gauge, 1-inch
Jecle of arm.

H older: See chart.

h COVID-19 Vaccine with 0.9% sodium
line, preservative-free) diluent according
r's instructions. Follow manufacturer’s

fahandling mixed vaccine.

= Administer 0.3 mL Pfizer-BioNTech COVID-19 Vaccine by
intramuscular (IM) injection.
= Document vaccination.
o COVID-19 vaccination providers must document vaccine
administration in their medical record systems within
24 hours of administration and use their best efforts to
report administration data to the relevant system (eq.,

jzation i system (lIS): Report the
tion to the appropriate state/local IIS.
1and administration i fonis
the manufacturer’s website at dvaccinecom.

PRMULATION: 12 Years of Age and Older

fizer-BioNTech COVID-19 Vaccine

anding Orders for Administering Vaccine

© Healthcare personnel who are trained and gualified to
recognize the signs and symptoms of anaphylaxis as well as
administer intramuscular epinephrine should be available at
the vaccination location at all times.

o For more information, please see:

» Interim Considerations: Preparing for the Potential
Management of Anaphylaxis after COVID-19
Vaccination at https://www.cdc.gov/vaccines/covid-19/
info-b duct i html

= CDC's General Best Practice Guidelines for Immunization,

to manage medical emergencies.
n providers should observe patients after
n to monitor for the occurrence of immediate
actions, including syncope:
Jutes: persons with a history of:
praindication to another type of COVID-19
he product.

diate (within 4 hours of exposure) non-severe
ic reaction to a COVID-19 vaccine.

diate allergic reaction of any severity to a non-

-19 vacdine or injectable therapies

hylaxis due to any cause.

Jutes: All other persons

Inay accur in association with injectable vaccines, in
amang adolescents. Procedures should be in place
lling injuries and manage syncopal reactions.

itten protocol to manage medical emergencies

g and Adverse Reactions,” at
https:/ cdc. ip-recss -
recs/adverse-reactionshtml

» Immunization Action Coalition’s “Medical Management
of Vaccine Reactions in Adults in a Community Setting”
at https://www.immunize.org/catg.d/p3082.pdf

Report adverse events to the Vaccine Adverse Event Reporting

Systerm (VAERS)

o While this vaccine is under ]
healthcare professionals are required 1o report 1o VAERS:

= Vaccine administration errors (whether associated
with an adverse event [AE] or not)

« Serious AEs (irespective of attribution te vaccination)

» Multisystem inflammatory syndrome (MIS) in
adults or childien

« Cases of COMID-19 that result in hospitalization or death

« Any additional AEs and revised safety requirements per
the Eand and Drug Administration’s eonditinns far e of
an ized vaccine th hout the duration of the EUA

vaccination, as well as equipment and
at least 3 doses of epinephrine, H1 antihistamine,
fssure monitor, and timing device to assess pulse.

© Healthcare professionals are encouraged to report to VAERS:
» Clinically important adverse events that eccur after
vaccination, even if you are not sure whether the vaccine
caused the adverse event

ion system) for the
as 500N as practicable and no later than 72 hours after
administration.
o Document each recipient’s vaccir
information:

administration

p information/guidance, please contact the immunization progr:
pte body (e.g., state board of medical/nursing/pharmacy practice).

at your state or local health department or the

prs Authariza

jd procedure shall remain in effect for all patients of the

See clinical guidance, including booster dose - cefined = s - e
gui ding Doasier dos acclnacs fscsure to 2 vaceine or medlication. until aruntil
covid-19/clinical-considerations/covid-19-vaccines-us. I~ . ior (or other authorized practitioner)
htmi#people-vaccinated-outside-us et o
2 RNA COMD-19 vaceines linchuding s 10 3 kniam PEG alargy) mave Janzen € opl / /

sariis

+Fara st of condtions associated with moderate 1o severe in
IS orton s Cpvid 19 v oD

12/10/2021

Jeaccine dose should wait at east 28 days to seceive Janssen COVID-19Vaccine.
. p

o mABA COVID- 18 vacsination.

fian abition (AC)
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https://www.cdc.gov/vaccines/covid-19/info-by-product/pfizer/downloads/standing-orders.pdf

12 Years of Age and Older

Pfizer-BioNTech COVID-19 Vaccine

Vaccine Preparation and Administration Summary

General Information

Vaceine: Pfizer-BioNTech, 12 years of age and older (purple cap)
Use the correct formulation based on the age of the recipient
Diluent: 1.8 mL of 0.%% sodium chloride (nermal saline,
preservative-free) Use a new vial every time.

Multidose vial: 6 doses per vial

Dosage: 0.3 mL

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

Age Indications
12 years of age and older

Thawing Frozen Vaccine
= Frozen vaccine must be thawed before using.
= Thaw vaccine in the refrigerator or at room temperature:
* Refrigerator: Between 2°C and 8°C (36°F and 46°F)
Unpunctured vials may be stored in the refrigerator for up to
1 month (31 days).
* Room temperature (for immediate use}): Up to 25°C (77°F)

= Do NOT refreeze thawed vaccine.

= Use vials in the refrigerator before removing vials from ultra-
cold temperature or freezer storage.

= Use CDC's beyond-use date labels for this vaccine to track
storage time at refrigerated and frozen temperatures.

Schedule for Primary Series and Booster Dose
= 2-dose series separated by 21 days”
= Moderately and severely immunocompromised people:
Administer an additional Pfizer-BioNTech dose at least 28 days
after the initial 2-dose primary series.”
= A primary series started with Pfizer-BioNTech COVID-19 Vaccine
should be completed with this product.
= A booster dose, at least 6 calendar months after the last dose
of a COVID-19 mRNA primary series” (i.e., after the 2nd dose
or after the additional [3rd] dose for moderately or severely
immunocompromised persons)
- Should be given to persons 18 years of age and older (Use of
heterologous- mix and match - booster doses is allowed)
- May be given to persons 16 and 17 years of age based on
their individual benefits and risks

Unpunctured vials cannot be kept at room
more than 2 hours {including thaw time).

= Amount of time needed to thaw vaccine varies based on
temperature and number of vials.

Prepare the Vaccine

Follow aseptic technigue. Perform hand hygiene oL
before vaccine preparation, between patients, when =g E
L

changing 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 recipient. The vial for persons 12
years of age and older has a purple cap and purple
border on the label. Allow vaccine to come to room
temperature. Vials can be held at room temperature for
up to 2 hours before mixing.

(e

Befare mixing, check the:

= expiration date on 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.

ation
Intramuscular (IM) injection in the deltoid muscle

‘With the vaccine at room temperature, gently invert
wial 10 times. Do not shake the vial. If the vialis
shaken, contact the manufacturer. The vaccineis X
white to off-white in color and may contain opague
particles. Do not use if liquid is discolared.

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 1.8 mL of 0.9% sodium chloride (normal
saline, preservative-free) into a mixing syringe.
Discard and any

time. Do NOT use bacteriostatic normal saline or
other diluents to mix the vaccine.

18ml

* Fot moreformaton please see ntri Cricl al Cansideratians for Lsed urcomm §Vaccines Currently Approved or Authorized in the United States at
*E] sines-ushtnl

+ Persans vaccinated with Janssen COVID-19 Vaceine: Ad

Wweorn, performn hand hygiene and changs gloves bl

12/13/2021

atleast 2
4 Glowves are not required unless the person sdrministering the vaccine i likely 1o come in contact with potentially infectious body fluids or hes open lesions o the hands.

after primary dose 1

[ID-19 Vaccine

histration Summary

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), minimize exposure to room light,
and avoid exposure to direct sunlight and
ultraviolet light. Administer within & hours.
Discard any unused vaccine after & hours.
Do not return to freezer storage.

Remove any significant air bubbles with the needle
still in the vial to avoid loss of vaccine. Use the same

% needle” to withdraw and administer the vaccine.
Ensure the prepared syringe is not cold to the touch.

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

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

€ vaccine i i
{IM) injection in the deltoid muscle

Observe redipients after vaccination for an immediate

adverse reaction:

* 30 minutes: Persons with a history of:

= A contraindication to another type of COVID-19
vaccine product

+ Immediate (within 4 hours of exposure) non-severe
allergic reaction to a COVID-19 vaccine

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

+ Anaphylads due to any cause

= 15 minutes: All other persons

and injecting itinto a less the needie has

ase [off

- g

3@'@

COVID-19 Vaccine

d Administration Summary

Then Next Dose Due
Give dose | .
e Give dose 2 atleast 21 days after dose 1
= Persons 12-15 years of age: Series complete; no more doses needed
arthic ume’
Giveclosed = Persons 16.and 17 year of age: May receive a Pfizer-BioNTech booster
o dnseémundwsaher(mnpletianufpmmry sevies [or additional
ad based o
» Persons 1B years of age and older: Administer bocster dose & months
afterc primary series or
No dase Give dose 2 atleast 21 days after dose 1°
today ive dose 2 at least 21 days after dose

—

® Persons 12-15years of age: Series complete; no more doses needed
atthis time’

= Persons 16:and 17 year of age: May receive a Pfizer-BioNTech booster
duseﬁmund\saﬁe((unq:lencmufpmmrr s [uriddmml

based o
Persons Iayeerscvfageand older: Mmmemonsmm Gmonths
after c primary series for

w—

= Persons 12-15 years of age: Series complete; no more doses needed
atthis time’
Persons 16 and 17 year of age: May receive a Pfizer-BioNTech booster
dnseﬁmundwsaher(mnpletianufprnury series (or additional

y: based on nd risks
" Persons 18 years of age and older: Administer booster dose 6 months

after c primary series for y

ines, including

By series.

r 5 previeut
ing
he vaccine

plinical-
Joendix-C for a

Jp=rson s behind or t risk of bacoming behind on
b outtreak) and the resctogenicity profile of the vaccines.
L s et 4 the first dose:
e. amivaﬂahlz A COVID-19 vaccine may b Sdmintered ot s 28 dys e the fest dose.

mmended interval (21 days). It is not necessary 1o restart the series if the dose & given after the
[iminiiered before the d-day grace period i&. less than 17 days apart) should be repested.
I rcesive:an additionsl primary series dose (3rd) at least 28 days after completion of 8 3-dose primary series

When g adririter COVID-A9 vaceines
vaccines. They shy

1 which the

Pracautions:

= Most people determined to have a precaution to a
COVID=19 vaccine at their appointment can and should be
administered vaccine.

& Immediate allorgic reaction™ to any non.COVID: or injoctabla
therapy (ie, intramuscular, intravenous, or subcutaneous
vaccines or therapies [excuding subcutaneous immunotherapy
for allergies, L&, “allergy shots'])

- This includes non-COVID-19 vaccines and therapies with
multiple components and the component(s) that elicited
the reaction is unknown

. [within 4 h

5 after non-severe,
alleraic reaction to a previous dose of the COMID-19 vaccir

-19 Vaccine

htion Summary

= Personal vaccination record card (shot card):
Date of vaccination, product name/manufacturer, lot number,
and name/location of the administering clinic or healthcare
professional. Give to the vaccine recipient.

= Immunization information system (15) or “registr
Report the vaccination to the appropriate stateflocal I15.

Reporting Adverse Events

Healthcare professionals are required to report to the Vaccine

Adverse Event Reporting System (VAERS):

= Vaccine administration errors {whether associated with an
adverse event [AE] or not)

= Serious AEs (irrespective of attribution to vaccination)

= Multisystem inflammatory syndrome (MIS) in adults or children

= Cases of COVID-19 that result in hospitalization or death

= Any additional AEs and revised safety reporting requirements
per the Food and Drug Administration’s conditions for use of
an authorized vaccine throughout the duration of the EUA

Adverse events should be reported even if the cause is

uncertain. Healthcare professionals are also encouraged to

neperl any tlumca\ly sugmﬁcanl AEs that occur aflér vaccine
16 s

For additional i ion, see the vaccine s

product information at www.cvdvaccin .

For additional information on preventing, reporting, and
managing mRNA COVIN- 19 varrine adminictratinn errrs,
see hitps//www.cdc.gov/vaccines/covid- 19/info-by-product/

Jatient can safely receive vaceination. Hzallhurz puovidecs sac heah departments
it COVIDvax Project (hit
e in 2n appropriate setting under |h= supervision of a healthcare pmwdw

v PEG alkergy) hive a precaution 1o Jenssen COVID-19 vaccination. Peaple
Vst 28 s s réeeive Janssen COVID-19Vaceine.
a known palysorbete slergy) have & precation to mRNA COVID-19 vaccinatian.
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https://www.cdc.gov/vaccines/covid-19/info-by-product/pfizer/downloads/prep-and-admin-summary.pdf

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
Clinical Guidance for Michigan Providers Regarding Additional Dose of an mRNA COVID-19 IVI D
Vaccine

Increasing Access to Vaccine Opportunities: Recommendations for Health Care

[
ot 12 Ve COVID-19 Provider
-
COVID-1% Vaccines During Hospital Stays and Medical Appointments - Updated 61427

COVID-1% Vaccination Clinic Preparation Checklist & Resource Toolkit - Updated 52821
ACIP Recommendations for COVID-19 Vaccine : d d d : b :

Interim Clinical Considerations for COVID-19 Vaccine G u I a n Ce a n E u Cat I O n We S I te
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 certificate of completion (no CE)
+ 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: December 16, 2021
Education Corner - Email Archive

Enroliment

Redistribution

Vaccine Billing and Vaccine Code Sets

Product-Specific Information, EUAs & EUls



http://www.michigan.gov/covidvaccineprovider

Shank Ypow
Happy Folidays!

Next “Noontime Knowledge” Update: TBD
Find us at checcimms@michigan.gov
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	19 vaccine (Pfizer, Moderna, Janssen) can be used for this age group



	•
	•
	•
	Persons who are 16 or 17 years old
	may receive
	a booster dose 
	based on individual risks and benefits


	•
	•
	•
	•
	•
	Only the Pfizer COVID
	-
	19 vaccine may be administered for this age group







	Booster Dose Recap
	Booster Dose Recap
	Booster Dose Recap
	Booster Dose Recap



	Sect
	Figure
	Span
	Received a Primary Series of 
	Received a Primary Series of 
	Received a Primary Series of 
	Pfizer
	COVID
	-
	19 Vaccine



	•
	•
	•
	•
	•
	Persons 
	18 years 
	and older 
	should receive 
	a booster dose at least 6 months after 
	completing their primary vaccine series


	•
	•
	•
	•
	Any COVID
	-
	19 vaccine (Pfizer, Moderna, Janssen) can be used


	•
	•
	•
	Persons who are moderately to severely immunocompromised should receive a 
	booster dose at least 6 months after their additional (3
	rd
	) dose



	•
	•
	•
	Persons 
	16 and 17 years
	of age 
	may receive 
	a booster dose based on individual 
	benefit and risk at least 6 months after completing their primary vaccine series


	•
	•
	•
	•
	•
	Only the Pfizer vaccine can be used for this dose


	•
	•
	•
	Persons 16 and 17 years of age who are moderately to severely immunocompromised 
	may receive a booster dose at least 6 months after their additional (3
	rd
	) dose







	Sect
	Figure
	Span
	Received a Primary Series of 
	Received a Primary Series of 
	Received a Primary Series of 
	Moderna
	COVID
	-
	19 Vaccine



	•
	•
	•
	•
	•
	Persons 
	18 years 
	and older 
	should receive 
	a booster dose at least 6 months after 
	completing their primary vaccine series


	•
	•
	•
	•
	Any COVID
	-
	19 vaccine (Pfizer, Moderna, Janssen) can be used


	•
	•
	•
	Persons who are moderately to severely immunocompromised should receive a 
	booster dose at least 6 months after their additional (3
	rd
	) dose






	Sect
	Figure
	Span
	Received a Primary Dose of 
	Received a Primary Dose of 
	Received a Primary Dose of 
	Janssen
	COVID
	-
	19 Vaccine



	•
	•
	•
	•
	•
	Persons 
	18 years 
	and older 
	should receive 
	a booster dose at least 2 months after 
	completing their single primary dose


	•
	•
	•
	•
	Any COVID
	-
	19 vaccine (Pfizer, Moderna, Janssen) can be used


	•
	•
	•
	This booster recommendation includes those who are moderately to severely 
	immunocompromised (remember persons who received Janssen as their primary dose 
	do not receive an additional primary dose, only a booster)






	Sect
	Figure
	Figure
	Span
	COVID_Extra_Dose_Infographic_v5_739226_7.png (1920
	COVID_Extra_Dose_Infographic_v5_739226_7.png (1920
	COVID_Extra_Dose_Infographic_v5_739226_7.png (1920
	COVID_Extra_Dose_Infographic_v5_739226_7.png (1920
	Span
	×
	1080) (michigan.gov)





	Sect
	Figure
	Figure
	Span
	Textbox
	P
	Link
	Span
	12
	-
	10 3rd Dose Flowchart v2 (michigan.gov)





	Updated
	Updated
	Updated
	Updated

	EUA Fact Sheet
	EUA Fact Sheet



	Sect
	Figure
	Figure
	Figure
	Pfizer EUA Fact Sheet Information
	Pfizer EUA Fact Sheet Information
	Pfizer EUA Fact Sheet Information


	Figure
	Span
	Textbox
	P
	Link
	Span
	Healthcare Providers for 5
	-
	11 years of age, 
	orange cap, (must dilute) (michigan.gov)
	Span




	Figure
	Span
	Textbox
	P
	Link
	Span
	Healthcare Providers for 12 years of age 
	Span
	and older, gray cap (no dilution) 
	(michigan.gov)
	Span




	Figure
	Span
	Textbox
	P
	Link
	Span
	Healthcare Providers for 12 years of age 
	Span
	and older, purple cap (must dilute) 
	(michigan.gov)
	Span




	There are 3 versions of EUA Fact Sheets for Healthcare Providers and 2 versions for Recipients and Caregivers
	There are 3 versions of EUA Fact Sheets for Healthcare Providers and 2 versions for Recipients and Caregivers
	There are 3 versions of EUA Fact Sheets for Healthcare Providers and 2 versions for Recipients and Caregivers



	Sect
	Figure
	Figure
	Figure
	Figure
	Figure
	Span
	Updated EUA Fact Sheets 
	Updated EUA Fact Sheets 
	Updated EUA Fact Sheets 

	www.michigan.gov/covidvaccineprovider
	www.michigan.gov/covidvaccineprovider
	www.michigan.gov/covidvaccineprovider
	Span




	Figure
	Figure

	Updated 
	Updated 
	Updated 
	Updated 

	Interim Clinical 
	Interim Clinical 
	Considerations



	Sect
	Figure
	Figure
	Figure
	Span
	CDC Interim Clinical Considerations for Use of COVID
	CDC Interim Clinical Considerations for Use of COVID
	CDC Interim Clinical Considerations for Use of COVID
	-
	19 Vaccines

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




	Figure
	Figure

	Guidance on Pfizer 
	Guidance on Pfizer 
	Guidance on Pfizer 
	Guidance on Pfizer 
	COVID
	-
	19 Vaccine

	Gray Cap Product
	Gray Cap Product



	Sect
	Figure
	Span
	Transition to Pfizer ‘Gray
	Transition to Pfizer ‘Gray
	Transition to Pfizer ‘Gray
	-
	Cap’



	•
	•
	•
	•
	•
	A new formulation of Pfizer vaccine for adults/adolescents will be available this December


	•
	•
	•
	Pfizer Tris
	-
	Sucrose Adult product (
	a.k.a. gray cap) 
	ordering will begin on December 23


	•
	•
	•
	•
	Pfizer 1170 (Purple Cap) will be unavailable for order after 9a.m. on 12/23


	•
	•
	•
	Gray Cap product won’t be available for order until late 12/23 or early 12/24



	•
	•
	•
	All order thresholds thereafter will be for the Pfizer Tris
	-
	Sucrose Adult product (Gray Cap) 
	in the smalles
	t unit order of 300 doses (current Purple Cap will no longer be available)


	•
	•
	•
	A MIHAN 
	will be going out later today with a holiday shipping reminder and the gray cap 
	ordering update





	Sect
	Figure
	Span
	Transition to Pfizer ‘Gray
	Transition to Pfizer ‘Gray
	Transition to Pfizer ‘Gray
	-
	Cap’ Cont.



	•
	•
	•
	•
	•
	Key Considerations: 


	•
	•
	•
	•
	Providers should maximize use of all remaining Pfizer PBS doses prior to using           
	Tris
	-
	Adult


	•
	•
	•
	Provider sites should carry only one Pfizer adult formulation at a time


	•
	•
	•
	Provider sites utilizing the Pfizer thermal shipping containers for temporary storage 
	must prepare for use of an ULT freezer or refrigerator moving forward; these shipping 
	containers cannot be utilized to store the Pfizer Tris
	-
	Adult formulation






	Sect
	Figure
	Figure
	Figure
	Figure

	Gray Cap Storage Options
	Gray Cap Storage Options
	Gray Cap Storage Options
	Gray Cap Storage Options


	Ultra Cold Freezer 
	Ultra Cold Freezer 
	Ultra Cold Freezer 

	•
	•
	•
	•
	-
	90
	°
	C to 
	-
	60
	°
	C (
	-
	130
	°
	F to 
	-
	76
	°
	F)


	•
	•
	•
	Store up to 6 months




	Refrigerator
	Refrigerator
	Refrigerator

	•
	•
	•
	•
	2
	°
	C to 8
	°
	C (35
	°
	F to 46
	°
	F)


	•
	•
	•
	Store up to 10 weeks




	Figure
	🥛
	🥛

	DO NOT store Gray Cap Vials in Regular Freezer 
	DO NOT store Gray Cap Vials in Regular Freezer 
	DO NOT store Gray Cap Vials in Regular Freezer 
	-
	25
	°
	C to 
	-
	15
	°
	C (
	-
	13
	°
	F to 5
	°
	F)


	•
	•
	•
	•
	•
	If vial cartons are delivered at 
	2
	°
	C to 8
	°
	C (35
	°
	F to 46
	°
	F), vaccine needs to 
	stay at 2
	°
	C to 8
	°
	C (35
	°
	F to 46
	°
	F)


	•
	•
	•
	One vaccine is thawed, Do Not Refreeze





	Sect
	Figure
	Span
	Date of Manufacture and Expiration
	Date of Manufacture and Expiration
	Date of Manufacture and Expiration



	Figure
	•
	•
	•
	•
	•
	Vials can be stored up to 6 months in an Ultra Cold Freezer 
	-
	90
	°
	C to 
	-
	60
	°
	C (
	-
	130
	°
	F to 
	-
	76
	°
	F)




	•
	•
	•
	•
	•
	Once the vials are thawed and moved to the refrigerator 2
	°
	C to 8
	°
	C (35
	°
	F to 46
	°
	F), the vials 
	may be stored for up to 10 weeks


	•
	•
	•
	•
	The carton should be updated to reflect the 10
	-
	week expiration date


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





	*Date on Vial is Date of Manufacture not Expiration*
	*Date on Vial is Date of Manufacture not Expiration*
	*Date on Vial is Date of Manufacture not Expiration*



	Sect
	Figure
	Span
	Preparation Instructions
	Preparation Instructions
	Preparation Instructions



	Figure
	Figure
	Dose Verification (individuals 12 years of age and older)
	Dose Verification (individuals 12 years of age and older)
	Dose Verification (individuals 12 years of age and older)

	•
	•
	•
	•
	Verify that the vial has a gray plastic cap and a label with a gray 
	border


	•
	•
	•
	Vaccine intended for persons aged 12 years and older should not 
	be used for persons 5 through 11 years of age




	Thaw vial(s) before use by: 
	Thaw vial(s) before use by: 
	Thaw vial(s) before use by: 

	•
	•
	•
	•
	Allowing vial(s) to thaw in the refrigerator 2
	°
	C to 8
	°
	C (35
	°
	F to 
	46
	°
	F). A carton of 10 vials may take up to 6 hours to thaw, and 
	thawed vials can be stored in the refrigerator for up to 10 weeks


	•
	•
	•
	Allowing vial(s) to sit at room temperature up to 25
	°
	C (77
	°
	F) for 30 
	minutes


	•
	•
	•
	Vials may be stored at room temperature up to 25
	°
	C (77
	°
	F) for up 
	to 12 hours prior to use





	Sect
	Figure
	Span
	Preparation Instructions Cont. 
	Preparation Instructions Cont. 
	Preparation Instructions Cont. 



	•
	•
	•
	•
	•
	Before use, mix by inverting vaccine vial 
	gently 10 times 


	•
	•
	•
	Do not shake


	•
	•
	•
	Prior to mixing, the thawed vaccine may 
	contain white to off
	-
	white opaque 
	amorphous particles 


	•
	•
	•
	After mixing, the vaccine should appear as a 
	white to off
	-
	white suspension with no visible 
	particles 


	•
	•
	•
	Do not use if liquid is discolored or if particles 
	are observed after mixing




	Figure

	Sect
	Figure
	Span
	Preparation Instructions Cont.
	Preparation Instructions Cont.
	Preparation Instructions Cont.



	Figure
	Figure
	•
	•
	•
	•
	•
	Using aseptic technique, cleanse the vial stopper with a single
	-
	use 
	antiseptic swab, and withdraw 0.3 mL of the Pfizer
	-
	BioNTech 
	COVID
	-
	19 Vaccine, preferentially using a low dead
	-
	volume syringe 
	and/or needle


	•
	•
	•
	Each dose must contain 0.3 mL of vaccine 


	•
	•
	•
	If the amount of vaccine remaining in the vial cannot provide a 
	full dose of 0.3 mL, discard the vial and any excess volume


	•
	•
	•
	Administer immediately 




	•
	•
	•
	•
	•
	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 first puncture
	*




	Figure
	Span
	*
	*
	*
	Gray cap vial labels and cartons may state that a vial should be 
	discarded 6 hours after first puncture. The information in the EUA 
	fact sheet supersedes what is printed on the labels and cartons




	Sect
	Figure
	Figure
	Proper IM Injection 
	Proper IM Injection 
	Proper IM Injection 
	Technique


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


	•
	•
	•
	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




	Figure
	Image Courtesy of CDC
	Image Courtesy of CDC
	Image Courtesy of CDC


	Figure
	Span
	Textbox
	P
	Link
	Span
	https://www.cdc.gov/vaccines/hcp/admin/
	Span
	downloads/vaccine
	-
	administration
	-
	needle
	-
	length.pdf
	Span




	Figure

	Fact Check
	Fact Check
	Fact Check
	Fact Check



	I haven’t yet received a 
	I haven’t yet received a 
	I haven’t yet received a 
	I haven’t yet received a 
	shipment of the 
	orange cap vaccine; 
	can I use a vial of the 
	purple or gray cap 
	vaccine to provide a 
	dose to a child 5 
	through 11 years of 
	age?


	•
	•
	•
	•
	•
	No. The 
	Purple Cap 
	and 
	Gray Cap 
	formulations are 
	NOT 
	AUTHORIZED 
	for use in individuals 5 through 11 years of 
	age. 


	•
	•
	•
	The orange cap vaccine is authorized for a 10mcg dose 
	for use in children ages 5 through 11 years. 





	•
	•
	•
	•
	•
	•
	At this time, only the Pfizer
	-
	BioNTech mRNA 
	COVID
	-
	19 vaccine can be used for booster 
	vaccination for those aged 16
	-
	17 years, and use 
	should be based on their individual benefits and 
	risks


	•
	•
	•
	Heterologous (mix and match) booster doses can 
	be used in people aged 18 years and older 




	Can 16
	Can 16
	Can 16
	-
	and 17
	-
	year
	-
	olds receive 
	any COVID
	-
	19 
	vaccine for their 
	booster dose? 



	Resources
	Resources
	Resources
	Resources



	Sect
	Figure
	Figure
	Figure
	Figure
	Span
	Textbox
	P
	Link
	Span
	Pfizer
	-
	BioNTech COVID
	-
	19 Vaccine: 12 Years of Age and Older • 
	Standing Orders for Administering Vaccine (cdc.gov)
	Span





	Sect
	Figure
	Figure
	Figure
	Figure
	Figure
	Span
	Textbox
	P
	Link
	Span
	Pfizer
	-
	BioNTech COVID
	-
	19 Vaccine: 12 Years of Age and Older • 
	Preparation and Administration Summary (cdc.gov)
	Span





	Sect
	Figure
	www.michigan.gov/covidvaccineprovider
	www.michigan.gov/covidvaccineprovider
	www.michigan.gov/covidvaccineprovider
	www.michigan.gov/covidvaccineprovider
	Span



	MDHHS 
	MDHHS 
	MDHHS 
	COVID
	-
	19 Provider 

	Guidance and Education Website
	Guidance and Education Website


	Figure
	Figure
	Figure
	Figure
	Figure
	Figure

	Thank You 
	Thank You 
	Thank You 
	Thank You 
	Happy Holidays!


	Next “Noontime Knowledge” Update: TBD
	Next “Noontime Knowledge” Update: TBD
	Next “Noontime Knowledge” Update: TBD

	Find us at checcimms@michigan.gov
	Find us at checcimms@michigan.gov


	Figure
	Figure





