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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

http://www.michigan.gov/COVIDvaccineprovider


Topics Covered
• Hot off the Press

• Booster Recommendations for 16- and 17-year-olds

• Booster dose recap

• Updated EUA Fact Sheets 

• Updated Interim Clinical Considerations

• Pfizer BioNTech COVID-19 Gray Cap Product

• Fact Check

• Resources



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! 

Meeting Agenda

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

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



Booster Dose Recap



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 (3rd) 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 (3rd) 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 (3rd) 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)



COVID_Extra_Dose_Infographic_v5_739226_7.png (1920×1080) (michigan.gov)

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


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

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


Updated
EUA Fact Sheet



Pfizer EUA Fact Sheet Information

Healthcare Providers for 5-11 years of age, 
orange cap, (must dilute) (michigan.gov)

Healthcare Providers for 12 years of age 
and older, gray cap (no dilution) 

(michigan.gov)

Healthcare Providers for 12 years of age 
and older, purple 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


Updated EUA Fact Sheets 
www.michigan.gov/covidvaccineprovider

http://www.michigan.gov/covidvaccineprovider


Updated 
Interim Clinical 
Considerations



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





Gray Cap Storage Options

Ultra Cold Freezer 

• -90°C to -60°C (-130°F to -76°F)

• Store up to 6 months

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

• 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



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   

*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

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



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



Preparation Instructions Cont.

• 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

Image Courtesy of CDC

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

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


Fact Check



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- and 17-
year-olds receive 

any COVID-19 
vaccine for their 
booster dose? 



Resources



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

Standing Orders for Administering Vaccine (cdc.gov)

https://www.cdc.gov/vaccines/covid-19/info-by-product/pfizer/downloads/standing-orders.pdf


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

Preparation and Administration Summary (cdc.gov)

https://www.cdc.gov/vaccines/covid-19/info-by-product/pfizer/downloads/prep-and-admin-summary.pdf


www.michigan.gov/covidvaccineprovider

MDHHS 
COVID-19 Provider 

Guidance and Education Website

http://www.michigan.gov/covidvaccineprovider


Thank You 
Happy Holidays!

Next “Noontime Knowledge” Update: TBD

Find us at checcimms@michigan.gov
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	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





