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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

• mRNA COVID-19 Vaccine EUA Amendment and Pfizer-
BioNTech FDA Approval

• Additional Dose of mRNA COVID-19 Vaccine

• Updated Clinical Considerations

• Extended Expiration Date

• Fact Check

• Resources



mRNA COVID-19 Vaccine   
EUA Amendment and Pfizer-
BioNTech FDA Approval



Emergency Use Authorization (EUA) Amendment

• August 12, 2021: FDA Authorizes Additional Vaccine Dose for Certain 

Immunocompromised Individuals

– Other fully vaccinated individuals do not need an additional dose right now 

– Amendment applies to: 

• Pfizer-BioNTech COVID-19 vaccine (BNT162b2) (≥12 years old) 

• Moderna COVID-19 vaccine (mRNA-1273) (≥18 years old)

• Due to insufficient data, the EUA amendment for an additional dose does not apply to 

Janssen COVID-19 vaccine or to individuals who received Janssen COVID-19 as a primary 

series. CDC and FDA are actively engaged to ensure that immunocompromised recipients 

of Janssen COVID-19 vaccine have optimal vaccine protection

https://www.fda.gov/news-events/press-announcements/coronavirus-covid-19-
update-fda-authorizes-additional-vaccine-dose-certain-immunocompromised

https://www.fda.gov/news-events/press-announcements/coronavirus-covid-19-update-fda-authorizes-additional-vaccine-dose-certain-immunocompromised


FDA Approves Pfizer-BioNTech COVID-19 Vaccine 

• August 23, 2021: FDA approves the first COVID-19 Vaccine known as the Pfizer-

BioNTech COVID-19 vaccine 

– Now marketed as Comirnaty (koe-mir’-na-tee)

– In Individuals 16 years of age and older

• The vaccine continues to be available under emergency use authorization (EUA), for 

individuals 12 through 15 years of age and for the administration of a third dose in 

certain immunocompromised individuals

https://www.fda.gov/emergency-preparedness-and-response/coronavirus-disease-2019-
covid-19/comirnaty-and-pfizer-biontech-covid-19-vaccine

https://www.fda.gov/emergency-preparedness-and-response/coronavirus-disease-2019-covid-19/comirnaty-and-pfizer-biontech-covid-19-vaccine


Updated EUA Fact Sheets

Moderna-Revised August 12, 2021

Pfizer-BioNTech-Revised August 23, 2021



EUA Fact Sheets 
www.michigan.gov/covidvaccineprovider

http://www.michigan.gov/covidvaccineprovider


Additional Dose of  
mRNA COVID-19 Vaccine



Additional Dose of mRNA COVID-19 Vaccine

• August 13, 2021- The Advisory Committee on Immunization Practices (ACIP) recommended 

that people whose immune systems are moderately to severely compromised receive an 

additional dose of mRNA COVID-19 vaccine at least four weeks after an initial two-dose mRnA 

series 

• This decision followed a careful examination of available data, and robust and deliberative 

discussion around allowing an additional dose of either of the two FDA-authorized mRNA 

COVID-19 vaccines for moderately to severely immunocompromised individuals who have 

already received an initial two doses of mRNA COVID-19 vaccine 

• Studies show that some people who are immunocompromised don’t build adequate levels of 

protection after receiving their 2-dose initial mRNA COVID-19 vaccination

• Emerging evidence shows that some within this population benefit from an additional dose of 

an mRNA vaccine to develop as much protection as possible against COVID-19



Additional Dose vs. Booster Dose

There are two distinct potential uses for an additional vaccine dose: 

• Additional dose after an initial primary vaccine series: administration of 

an additional vaccine dose associated with the primary vaccine series 

when the initial immune response to that primary vaccine series is likely 

to be insufficient

• Booster dose: a dose of vaccine administered when the initial sufficient 

immune response to a primary vaccine series is likely to have waned over 

time. The need for and timing of a COVID-19 booster dose have not been 

established



Additional Dose Recommendation for Who?

• Moderate to severe immune compromise due to a medical condition or receipt of 
immunosuppressive medications or treatments. These conditions and treatments 
include but are not limited to:

– Active treatment for solid tumor and hematologic malignancies

– Receipt of solid-organ transplant and taking immunosuppressive therapy

– Receipt of CAR-T-cell or hematopoietic stem cell transplant (within 2 years of transplantation or 
taking immunosuppression therapy)

– Moderate or severe primary immunodeficiency (e.g., DiGeorge syndrome, Wiskott-Aldrich syndrome)

– Advanced or untreated HIV infection 

– Active treatment with high-dose corticosteroids, alkylating agents, antimetabolites, transplant-
related immunosuppressive drugs, cancer chemotherapeutic agents classified as severely 
immunosuppressive, tumor-necrosis (TNF) blockers, and other biologic agents that are 
immunosuppressive or immunomodulatory



Additional Considerations

• Whenever possible, mRNA COVID-19 vaccination primary series and additional dose should be 
given at least two weeks before initiation or resumption of immunosuppressive therapies, but 
timing of COVID-19 vaccination should take into consideration immunosuppressive therapies 
and optimization of both the patient’s medical condition and response to vaccine 

• Patient’s clinical team is best situated to determine the degree of immune compromise and 
appropriate timing of vaccination 

• Factors to consider in assessing the general level of immune competence of patients include 
disease severity, duration, clinical stability, complications, comorbidities, and any potentially 
immune-suppressing treatment 

• Utility of serologic testing or cellular immune testing to assess immune response to vaccination 
and guide clinical care (e.g., need for an additional dose) has not been established and is not 
recommended at this time

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


Implementation Considerations

• The additional dose should be the same mRNA vaccine as the primary series 

• Alternate mRNA product can be used if primary series product not available 

• Until more data are available, the additional dose should be administered at least 28 
days after completion of the initial primary series 

• Currently there are not data to support the use of an additional mRNA COVID-19 
vaccine dose after a primary Janssen COVID-19 vaccine in immunocompromised 
people. FDA and CDC are actively working to provide guidance on this issue 

• These clinical considerations for use of an additional dose of an mRNA COVID-19 
vaccine apply only to people who are moderately or severely immunocompromised 

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


Importance of Infection Prevention Measures

• Immunocompromised people (including those who receive an additional mRNA dose) 
should be counseled about the potential for reduced immune response to COVID-19 
vaccination and need to follow prevention measures

– Wear a mask 

– Stay 6 feet apart from others they don’t live with 

– Avoid crowds and poorly ventilated indoor spaces until advised otherwise by their 
healthcare provider 

• Strongly encourage close contacts of immunocompromised people to be vaccinated 
against COVID-19 

https://www.cdc.gov/coronavirus/2019-ncov/prevent-getting-sick/prevention.html

https://www.cdc.gov/coronavirus/2019-ncov/prevent-getting-sick/prevention.html


Updated Resources

Pfizer-BioNTech Standing Order Pre-Vaccination Checklist Moderna Standing Order

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

https://www.cdc.gov/vaccines/covid-19/info-by-product/pfizer/downloads/standing-orders.pdf
https://www.cdc.gov/vaccines/covid-19/downloads/pre-vaccination-screening-form.pdf
https://www.cdc.gov/vaccines/covid-19/info-by-product/moderna/downloads/standing-orders.pdf
https://www.cdc.gov/vaccines/covid-19/info-by-product/index.html


Booster Doses

• The need and timing for COVID-19 booster doses have not been 
established

• No booster doses are recommended at this time

• Guidance may be updated as more information becomes available

• ACIP scheduled to meet August 30th from 10a.m.-4:30p.m. EST 

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

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


Updated CDC 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


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


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


Extended Expiration 
Date for Pfizer-BioNTech



Initial Notification of Pfizer Expiration Extension

On August 23, 2021:
• FDA approved an amendment to the EUA for Pfizer-BioNTech COVID-19 

vaccine extending the expiration dates from six to nine months for
vaccine that had been stored and maintained at ultra-cold temperatures 

• MDHHS sent out a HAN (health alert network) with CDC’s guidance 
which provided updated expiry dates

• MDHHS was receiving several questions pertaining to the beyond use 
date and vaccine that had an expiration date prior to August 2021

• MDHHS reached out to CDC for clarification 



Update to the Pfizer Expiration Extension 

• August 24, 2021: The Division of Immunization Team received updated guidance on 
a CDC call regarding the expiration extension for Pfizer vaccine

• Based on guidance received, the expiration extension will also apply to doses prior 
to August 2021 

• At this time, please do not dispose of any Pfizer COVID-19 vaccine 
• CDC will be sending out the clarifying language soon, along with an updated expiry 

chart which we will be shared as soon as we receive it



How Does This Affect Beyond Use Date

The Beyond Use Date (BUD) for the Pfizer COVID-19 vaccine will be honored. This 
means that all Pfizer COVID-19 vaccine stored at ultra-cold temperatures with an 
August expiration date, even if the vaccine was removed from ultra-cold storage 
before August 23rd,will be able to maintain the BUD

For Example:
• Vaccine with expiration date 8/31/2021 and stored at ultracold temperatures. 
• New expiration date is 11/30/2021 (3-month extension and November only has 

30 days) 
• Removed from ultracold storage on 8/9/2021 to refrigerated storage. Vaccine 

may be stored between 2⁰C and 8⁰C (36⁰F and 46⁰F) for up to 1 month (31 days) 
• Applying the 31-day BUD, the vaccine may be used through 9/8 (past the original 

expiration date but well before the new expiration date) 



Fact Check!



Coadministration 

• COVID-19 vaccines and other vaccines may be administered without 
regard to timing 
• Simultaneous administration of COVID-19 vaccines on the same day
• Coadministration within 14 days

• Applicable to ALL other vaccines
• Non-live
• Live, attenuated



Best Practices for Multiple Injections

• Label each syringe
• Separate injection sites by 1 inch or 

more, if possible
• Administer the COVID-19 vaccines and 

vaccines that may be more likely to 
cause a local reaction in different limbs, 
if possible

https://www.cdc.gov/vaccines/hcp/admin/resource-library.html

https://www.cdc.gov/vaccines/hcp/admin/resource-library.html


Resources/Upcoming 
Webinar



10th Annual Pediatric and Adult 
Influenza Webinar

• September 1, 2021
• 12:00-1:00p.m. ET
• CME/PCE credit available
• The webinar, geared toward physicians, 

nurses, pharmacists, and other 
immunizing providers, will communicate 
important information on the 
upcoming flu season, including influenza 
vaccine recommendations, influenza 
surveillance data, and strategies to 
increase influenza vaccination rates



www.michigan.gov/covidvaccineprovider

MDHHS 
COVID-19 Provider 

Guidance and Education Website

http://www.michigan.gov/covidvaccineprovider


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

ACIP Meeting Webpage

• Meeting Agendas
• Meeting Minutes
• Live Meetings
• Presentation Slides

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


Thank You! 

www.michigan.gov/COVIDvaccineprovider

Next “Noontime Knowledge” 
Update: September 9, 2021

Please watch your email for a 
date, link, and topic!

Questions Email: 
checcimms@michigan.gov

http://www.michigan.gov/COVIDvaccineprovider
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	•
	•
	•
	•
	•
	August 13, 2021
	-
	The Advisory Committee on Immunization Practices (ACIP) recommended 
	that people whose immune systems are moderately to severely compromised receive an 
	additional dose of mRNA COVID
	-
	19 vaccine at least four weeks after an initial two
	-
	dose mRnA 
	series 


	•
	•
	•
	This decision followed a careful examination of available data, and robust and deliberative 
	discussion around allowing an additional dose of either of the two FDA
	-
	authorized mRNA 
	COVID
	-
	19 vaccines for moderately to severely immunocompromised individuals who have 
	already received an initial two doses of mRNA COVID
	-
	19 vaccine 


	•
	•
	•
	Studies show that some people who are immunocompromised don’t build adequate levels of 
	protection after receiving their 2
	-
	dose initial mRNA COVID
	-
	19 vaccination


	•
	•
	•
	Emerging evidence shows that some within this population benefit from an additional dose of 
	an mRNA vaccine to develop as much protection as possible against COVID
	-
	19
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	•
	•
	•
	•
	Additional dose after an initial primary vaccine series: 
	administration of 
	an additional vaccine dose associated with the primary vaccine series 
	when the initial immune response to that primary vaccine series is likely 
	to be 
	insufficient


	•
	•
	•
	Booster dose: 
	a dose of vaccine administered when the initial 
	sufficient 
	immune response to a primary vaccine series is likely to have waned over 
	time. The need for and timing of a COVID
	-
	19 booster dose have not been 
	established
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	•
	•
	•
	•
	•
	M
	oderate to severe immune compromise due to a medical condition or receipt of 
	immunosuppressive medications or treatments. These conditions and treatments 
	include but are not limited to
	:


	–
	–
	–
	–
	Active treatment for solid tumor and hematologic malignancies


	–
	–
	–
	Receipt of solid
	-
	organ transplant and taking immunosuppressive therapy


	–
	–
	–
	Receipt of CAR
	-
	T
	-
	cell or hematopoietic stem cell transplant (within 2 years of transplantation or 
	taking immunosuppression therapy)


	–
	–
	–
	Moderate or severe primary immunodeficiency (e.g., DiGeorge syndrome, Wiskott
	-
	Aldrich syndrome)


	–
	–
	–
	Advanced or untreated HIV infection 


	–
	–
	–
	Active treatment with high
	-
	dose corticosteroids, alkylating agents, antimetabolites, transplant
	-
	related immunosuppressive drugs, cancer chemotherapeutic agents classified as severely 
	immunosuppressive, tumor
	-
	necrosis (TNF) blockers, and other biologic agents that are 
	immunosuppressive or immunomodulatory
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	•
	•
	•
	•
	•
	Whenever possible, mRNA COVID
	-
	19 vaccination primary series and additional dose should be 
	given at least two weeks before initiation or resumption of immunosuppressive therapies, but 
	timing of COVID
	-
	19 vaccination should take into consideration immunosuppressive therapies 
	and optimization of both the patient’s medical condition and response to vaccine 


	•
	•
	•
	Patient’s clinical team is best situated to determine the degree of immune compromise and 
	appropriate timing of vaccination 


	•
	•
	•
	Factors to consider in assessing the general level of immune competence of patients include 
	disease severity, duration, clinical stability, complications, comorbidities, and any potentially 
	immune
	-
	suppressing treatment 


	•
	•
	•
	Utility of serologic testing or cellular immune testing to assess immune response to vaccination 
	and guide clinical care (e.g., need for an additional dose) has not been established and is not 
	recommended at this time
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	•
	•
	•
	•
	•
	The additional dose should be the same mRNA vaccine as the primary series 


	•
	•
	•
	Alternate mRNA product can be used if primary series product not available 


	•
	•
	•
	Until more data are available, the additional dose should be administered at least 28 
	days after completion of the initial primary series 


	•
	•
	•
	Currently there are not data to support the use of an additional mRNA COVID
	-
	19 
	vaccine dose after a primary Janssen COVID
	-
	19 vaccine in immunocompromised 
	people. FDA and CDC are actively working to provide guidance on this issue 


	•
	•
	•
	These clinical considerations for use of an additional dose of an mRNA COVID
	-
	19 
	vaccine apply only to people who are moderately or severely immunocompromised 
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	•
	•
	•
	•
	•
	Immunocompromised people (including those who receive an additional mRNA dose) 
	should be counseled about the potential for reduced immune response to COVID
	-
	19 
	vaccination and need to follow prevention measures


	–
	–
	–
	–
	Wear a mask 


	–
	–
	–
	Stay 6 feet apart from others they don’t live with 


	–
	–
	–
	Avoid crowds and poorly ventilated indoor spaces until advised otherwise by their 
	healthcare provider 



	•
	•
	•
	Strongly encourage close contacts of immunocompromised people to be vaccinated 
	against COVID
	-
	19 
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	•
	•
	•
	•
	•
	The need and timing for COVID
	-
	19 booster doses have not been 
	established


	•
	•
	•
	No 
	booster doses
	are recommended at this time


	•
	•
	•
	Guidance may be updated as more information becomes available


	•
	•
	•
	ACIP scheduled to meet August 30
	th
	from 10a.m.
	-
	4:30p.m. EST 
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	On August 23, 2021:
	On August 23, 2021:
	On August 23, 2021:

	•
	•
	•
	•
	FDA approved an amendment to the EUA for Pfizer
	-
	BioNTech COVID
	-
	19 
	vaccine extending the expiration dates from 
	six to nine months 
	for
	vaccine that had been stored and maintained at ultra
	-
	cold temperatures 


	•
	•
	•
	MDHHS sent out 
	a HAN (health alert network) 
	with CDC
	’s 
	guidance 
	which provided u
	pdated expiry dates


	•
	•
	•
	MDHHS was receiving several questions 
	pertaining to
	the 
	beyond use 
	date and vaccine that had an expiration date prior to August 2021


	•
	•
	•
	MDHHS reached out to CDC for clarification 
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	Update to the Pfizer Expiration Extension 


	•
	•
	•
	•
	•
	August 24, 2021: 
	The Division of Immunization Team received 
	updated
	guidance on 
	a CDC call regarding the expiration extension for Pfizer vaccine


	•
	•
	•
	Based on guidance received, the expiration extension will also apply to doses prior 
	to August 2021 


	•
	•
	•
	At this time
	, please 
	do not dispose
	of any Pfizer COVID
	-
	19 vaccine 


	•
	•
	•
	CDC will be sending out the clarifying language soon, along with an updated expiry 
	chart which we will be shared as soon as we receive it





	How Does This Affect Beyond Use Date
	How Does This Affect Beyond Use Date
	How Does This Affect Beyond Use Date
	How Does This Affect Beyond Use Date


	The Beyond Use Date (BUD) for the Pfizer COVID
	The Beyond Use Date (BUD) for the Pfizer COVID
	The Beyond Use Date (BUD) for the Pfizer COVID
	-
	19 vaccine will be honored. This 
	means that all Pfizer COVID
	-
	19 vaccine stored at ultra
	-
	cold temperatures with an 
	August expiration date, even if the vaccine was removed from ultra
	-
	cold storage 
	before August 23
	rd
	,will be able to maintain the BUD

	F
	F
	or Example:

	•
	•
	•
	•
	Vaccine with expiration date 8/31/2021 and stored at ultracold temperatures. 


	•
	•
	•
	New expiration date is 11/30/2021 (3
	-
	month extension and November only has 
	30 days) 


	•
	•
	•
	Removed from ultracold storage on 8/9/2021 to refrigerated storage. Vaccine 
	may be stored between 2⁰C and 8⁰C (36⁰F and 46⁰F) for up to 1 month (31 days) 


	•
	•
	•
	Applying the 31
	-
	day BUD, the vaccine may be used through 9/8 (past the original 
	expiration date but well before the new expiration date) 





	Sect
	Figure
	Fact Check!
	Fact Check!
	Fact Check!



	Coadministration 
	Coadministration 
	Coadministration 
	Coadministration 


	•
	•
	•
	•
	•
	COVID
	-
	19 vaccines and other vaccines may be administered without 
	regard to timing 


	•
	•
	•
	•
	Simultaneous administration of COVID
	-
	19 vaccines 
	on the same day


	•
	•
	•
	Coadministration 
	within 14 days



	•
	•
	•
	Applicable to 
	ALL
	other vaccines


	•
	•
	•
	•
	Non
	-
	live


	•
	•
	•
	Live, attenuated






	Best Practices for Multiple Injections
	Best Practices for Multiple Injections
	Best Practices for Multiple Injections
	Best Practices for Multiple Injections


	•
	•
	•
	•
	•
	Label each syringe


	•
	•
	•
	Separate injection sites by 1 inch or 
	more, if possible


	•
	•
	•
	Administer the COVID
	-
	19 vaccines and 
	vaccines that may be more likely to 
	cause a local reaction in different limbs, 
	if possible




	Figure
	Figure
	Textbox
	P
	Link
	Span
	https://www.cdc.gov/vaccines/hcp/admin/resource
	-
	library.html




	Sect
	Figure
	Resources/Upcoming 
	Resources/Upcoming 
	Resources/Upcoming 
	Webinar



	Sect
	Figure
	10
	10
	10
	th
	Annual Pediatric and Adult 
	Influenza Webinar


	•
	•
	•
	•
	•
	September 1, 2021


	•
	•
	•
	12:00
	-
	1:00p.m. ET


	•
	•
	•
	CME/PCE credit available


	•
	•
	•
	The
	webinar, geared toward physicians, 
	nurses, pharmacists, and other 
	immunizing providers,
	will communicate 
	important information on the 
	upcoming
	flu
	season, including influenza 
	vaccine recommendations, influenza 
	surveillance data, and strategies to 
	increase influenza vaccination rates





	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



	Sect
	Figure
	Figure
	Span
	https://www.cdc.gov/vaccines/acip/meetings/index.html
	https://www.cdc.gov/vaccines/acip/meetings/index.html
	https://www.cdc.gov/vaccines/acip/meetings/index.html
	https://www.cdc.gov/vaccines/acip/meetings/index.html
	Span




	ACIP Meeting Webpage
	ACIP Meeting Webpage
	ACIP Meeting Webpage


	•
	•
	•
	•
	•
	Meeting Agendas


	•
	•
	•
	Meeting Minutes


	•
	•
	•
	Live Meetings


	•
	•
	•
	Presentation Slides




	Figure
	Figure

	Sect
	Figure
	Thank You! 
	Thank You! 
	Thank You! 


	www.michigan.gov/COVIDvaccineprovider
	www.michigan.gov/COVIDvaccineprovider
	www.michigan.gov/COVIDvaccineprovider
	www.michigan.gov/COVIDvaccineprovider
	Span



	Next “Noontime Knowledge” 
	Next “Noontime Knowledge” 
	Next “Noontime Knowledge” 
	Update: 
	September
	9, 2021

	Please watch your email for a 
	Please watch your email for a 
	date, link, and topic
	!

	Questions Email: 
	Questions Email: 
	checcimms@michigan.gov







