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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
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• Pfizer-BioNTech COVID-19 Vaccine EUA Amendment 

• Definition of Additional and Booster Dose

• Rationale for Guidance for Booster Dose

• Updated Clinical Considerations

• Administration of Pfizer-BioNTech COVID-19 Booster Dose

• Key Points to Remember & Looking Ahead

• Fact Check

• Resources



Pfizer-BioNTech COVID-19 
Vaccine EUA Amendment



Emergency Use Authorization (EUA) Amendment

• September 22: FDA Authorized Pfizer-BioNTech COVID-19 vaccine to be used as a single 

dose booster, to be administered 6 months after completion of the primary series in 

specific populations

— This amendment applies only to Pfizer-BioNTech COVID-19 vaccine

• September 23: CDC’s Advisory Committee on Immunization Practices (ACIP) recommended 

certain populations receive a booster dose of Pfizer-BioNTech’s COVID-19 vaccine at least   

6 months after the completion of their Pfizer-BioNTech primary vaccine series 

— September 24: CDC released interim booster recommendations

https://www.fda.gov/news-events/press-announcements/fda-authorizes-
booster-dose-pfizer-biontech-covid-19-vaccine-certain-populations

https://www.fda.gov/news-events/press-announcements/fda-authorizes-booster-dose-pfizer-biontech-covid-19-vaccine-certain-populations


Updated Pfizer-BioNTech EUA Fact Sheet 
www.michigan.gov/covidvaccineprovider

http://www.michigan.gov/covidvaccineprovider


Definition of Additional 
and Booster Dose



Definitions

There are two distinct potential uses for an additional dose of COVID-19 vaccine:

• Additional dose after a primary vaccine series: administration of an additional 

vaccine dose when the initial immune response following a primary vaccine series is 

likely to be insufficient. An additional mRNA COVID-19 vaccine dose is recommended 

for moderately to severely immunocompromised people at least 28 days after an 

initial 2- dose mRNA primary vaccine series

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

immune response to a primary vaccine is likely to have waned over time. A single 

Pfizer-BioNTech vaccine booster dose at least 6 months after completion of a Pfizer 

BioNTech COVID-19 primary vaccine series is recommended in some populations 



www.michigan.gov/COVIDvaccine

http://www.michigan.gov/COVIDvaccine


Rationale for Guidance of 
Pfizer-BioNTech COVID-19 
Booster Dose



Rationale for Guidance

• COVID-19 infections with the Delta variant in fully vaccinated persons are associated 

with less severe clinical outcomes than infections in unvaccinated persons 

• Starting around 6 months after primary series vaccination, gradual reduction in 

COVID-19 vaccine effectiveness is being observed against asymptomatic and mild 

symptomatic infections with the delta variant of COVID-19

• Waning of COVID-19 vaccine effectiveness against severe disease (hospitalization and 

death) is being observed in people aged ≥65yrs

• Data continue to emerge as more fully vaccinated people reach a 6-month interval 

after their primary vaccine series

• Early data suggest use of a Pfizer-BioNTech COVID-19 booster vaccine dose in people 

who received a primary Pfizer-BioNTech COVID-19 vaccine series may enhance 

immune response 



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?CDC_AA_refVal=https%3A%2F%2Fwww.cdc.gov%2Fvaccines%2Fcovid-19%2Finfo-
by-product%2Fclinical-considerations.html#pfizer-booster

https://www.cdc.gov/vaccines/covid-19/clinical-considerations/covid-19-vaccines-us.html?CDC_AA_refVal=https%3A%2F%2Fwww.cdc.gov%2Fvaccines%2Fcovid-19%2Finfo-by-product%2Fclinical-considerations.html#pfizer-booster


Pfizer-BioNTech Booster Recommendation

CDC recommends that the following groups should receive a booster dose of Pfizer-

BioNTech’s COVID-19 vaccine at least 6 months after completing their Pfizer-BioNTech 

primary vaccine series:

https://www.cdc.gov/vaccines/covid-19/clinical-considerations/covid-19-vaccines-us.html#pfizer-booster

https://www.cdc.gov/vaccines/covid-19/clinical-considerations/covid-19-vaccines-us.html#pfizer-booster


Pfizer-BioNTech Booster Recommendation Cont.

CDC recommends that the following groups, based on their individual benefits and risks,

may receive a single booster dose of Pfizer-BioNTech’s COVID-19 vaccine at least 6 

months after completing their Pfizer-BioNTech 2-dose primary vaccine series.

https://www.cdc.gov/vaccines/covid-19/clinical-considerations/covid-19-vaccines-us.html#pfizer-booster

https://www.cdc.gov/vaccines/covid-19/clinical-considerations/covid-19-vaccines-us.html#pfizer-booster


Underlying Medical Conditions

• In unvaccinated persons, there are certain underlying medical conditions that are associated with severe 

illness from COVID-19

• Improved management of a person’s underlying medical condition may decrease risk of severe illness 

from COVID-19

• Among fully vaccinated persons, having underlying medical conditions may be associated with increased 

risk of severe illness from COVID-19 over time as antibody titers wane 

• Examples:

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

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


Individual Risk and Benefit Considerations

• Potential Risks
— Very rare risks of myocarditis and pericarditis

— Likely even rarer risk of anaphylaxis 

— Reactogenicity, including transient local and systemic symptoms 
• The third dose of Pfizer-BioNTech COVID-19 vaccine appears to have similar reactogenicity as the 

second dose

• Potential Benefits
— Reduced risk of COVID-19 infection and reduced risk of severe disease 

— Strongest evidence for reductions in the risk of severe disease has been observed in older adults 

(aged ≥65 years); effectiveness of an mRNA COVID-19 primary vaccine series against severe 

disease remains high for younger age groups 

— Reduced risk of COVID-19 infection could reduce transmission of virus to other at-risk persons, 

but the immediate and sustained impact of a booster dose on COVID-19 transmission is not yet 

known



Occupational and Institutional Settings

• People likely at highest risk for work-related exposure include those whose work-related duties must be 

performed in indoor spaces outside their homes, involve close proximity (<6 feet) to other people, and 

involve unavoidable frequent interactions with unvaccinated people, such as healthcare workers and 

teachers

• Congregate living settings, such as correctional and detention facilities, may also be associated with an 

increased risk of COVID-19 exposure for both staff and residents depending on the ability to follow current 

prevention measures 

• The levels of community COVID-19 transmission, COVID-19 vaccination, and adherence to other 

prevention measures in workers and others in occupational and institutional settings would be expected 

to influence the risk for exposure and the potential for COVID-19 infection.

https://www.cdc.gov/vaccines/covid-19/clinical-considerations/covid-19-vaccines-
us.html?CDC_AA_refVal=https%3A%2F%2Fwww.cdc.gov%2Fvaccines%2Fcovid-19%2Finfo-
by-product%2Fclinical-considerations.html#pfizer-booster

https://www.cdc.gov/vaccines/covid-19/clinical-considerations/covid-19-vaccines-us.html?CDC_AA_refVal=https%3A%2F%2Fwww.cdc.gov%2Fvaccines%2Fcovid-19%2Finfo-by-product%2Fclinical-considerations.html#pfizer-booster


Occupations at Increased Risk

• Examples of workers at increased risk for COVID-19 exposure include those prioritized 
during initial roll out of the COVID-19 vaccine in early 2021. These individuals should 
evaluate their individual risk and benefit to decide on their need for a booster dose after 
a Pfizer-BioNTech primary series

— First responders (healthcare workers, firefighters, police, congregate care staff)

— Education staff (teachers, support staff, daycare workers)

— Food and agriculture workers

— Manufacturing workers

— Corrections workers

— U.S. Postal Service workers

— Public transit workers

— Grocery store workers

https://www.cdc.gov/coronavirus/2019-ncov/vaccines/booster-shot.html#HighRisk.html

*List could be updated in the future

https://www.cdc.gov/coronavirus/2019-ncov/vaccines/booster-shot.html#HighRisk.html


Administration of Pfizer-
BioNTech COVID-19 
Booster Dose



Administration-Pfizer Booster Dose

• Pfizer-BioNTech COVID-19 vaccine, 0.3ml, intramuscular administration (same dose 
used in primary series) 

• Timing: at least 6 months after completion of the primary series of Pfizer BioNTech

— Immunity wanes gradually over time, therefore a booster may be given at an interval 
greater than 6 months 

• Currently insufficient data to support the use of the Pfizer-BioNTech COVID-19 vaccine as a 
booster dose in people who received Moderna or Janssen COVID-19 vaccines as a primary 
vaccination series

• Co-administration: a Pfizer-BioNTech COVID-Vaccine booster dose may be given with 
other vaccines (e.g., influenza), without regard to timing, including administration of 
COVID-19 and other vaccines on the same day



Key Points to Remember 
& Looking Ahead



Key Points to Remember

• Getting people vaccinated with a COVID-19 primary vaccine series remains the 
highest priority and is fundamental to reducing COVID-related morbidity and 
mortality 

• All COVID-19 vaccines currently approved or authorized in the United States remain 
effective against severe disease, hospitalization, and death 

• Persons of all ages who have received a primary vaccine series are much less likely 
than unvaccinated persons to become infected with COVID-19 and to require 
hospitalization or die because of COVID-19 

• CDC’s COVID-19 vaccine recommendations will be updated, as needed, to reflect 
changes in U.S. COVID-19 disease trends, new information on COVID-19 vaccine 
effectiveness and safety, and updated benefit-risk analyses 



Looking Ahead

• Currently there are insufficient data to support the use of the Pfizer-BioNTech 
COVID-19 vaccine as a booster dose in people who received the Moderna or 
Janssen COVID-19 vaccines as a primary vaccination series 

• There is uncertainty around the risk of transmission following a vaccine 
booster dose 

• To help mitigate the spread of disease, it is recommended that people follow
healthy hygiene practices, physical distancing, and use of a face mask 
regardless of vaccination status

• MDHHS recently revised their face mask guidance: 
www.Michigan.gov/coronavirus

http://www.michigan.gov/coronavirus


Fact Check!



Everyone is still considered fully vaccinated two 
weeks after their second dose in a 2-dose series, 
such as the Pfizer-BioNTech or Moderna vaccines, 
or two weeks after a single-dose vaccine, such as 
the J&J/Janssen vaccine.

Am I still 
considered “fully 
vaccinated” if I 
don’t get a 
booster shot?

https://www.cdc.gov/coronavirus/2019-ncov/vaccines/booster-shot.html#FAQs

https://www.cdc.gov/coronavirus/2019-ncov/vaccines/booster-shot.html#FAQs


Is a moderately to 
severely 
immunocompromised 
patient who received a 
3rd (additional) dose 
28 days after their 
primary series, also 
recommended to 
receive a booster dose 
6 months later?

Currently, if you get a 3rd (additional) dose of the vaccine 
because you’re moderately to severely 
immunocompromised, you do not need to get a booster
dose (dose 4) 6 months later. That said, the guidance 
around the COVID-19 vaccine is constantly changing as 
more data emerges about its efficacy in various scenarios.

A fourth vaccine dose may be needed in 
immunocompromised patients, but more data is needed 
to make that determination.

Currently there is NO Emergency Use Authorization (EUA) 
or recommendation to give a 4th COVID-19 vaccine dose 
to anyone 



At this time, the recommendation is only for 
those who have received a full 2-dose primary 
series of Pfizer-BioNTech COVID-19 vaccine. 
Currently, this is the only vaccine in which the 
EUA amendment applies.  

What if someone 
received a mixed 
series for their 
primary series    
(1 dose Pfizer,      
1 dose Moderna), 
can they receive a 
booster dose. 



Do I need to wait for 
Comirnaty vaccine 
because my patient 
does not want an EUA 
approved Pfizer-
BioNTech COVID-19 
vaccine? 

No. The FDA-approved Pfizer-BioNTech 
product Comirnaty (COVID-19 Vaccine, mRNA) 
and the FDA-authorized Pfizer-BioNTech COVID-
19 Vaccine under EUA have the exact same 
formulation and can be used interchangeably to 
provide the COVID-19 vaccination series without 
presenting any safety or effectiveness 
concerns. Therefore, providers can use doses 
distributed under EUA to administer the 
vaccination series as if the doses were the 
licensed vaccine.



Resources



www.michigan.gov/covidvaccineprovider

MDHHS 
COVID-19 Provider 

Guidance and Education Website

http://www.michigan.gov/covidvaccineprovider


https://www.cdc.gov/coronavirus/2019-ncov/vaccines/booster-shot.html

https://www.cdc.gov/coronavirus/2019-ncov/vaccines/booster-shot.html


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


Updated Resources

Pfizer-BioNTech Standing Order

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

COVID-19 Vaccine Quick Reference COVID-19 Vaccines FAQ—MDHHS 

https://www.cdc.gov/vaccines/covid-19/info-by-product/pfizer/downloads/standing-orders.pdf
https://www.cdc.gov/vaccines/covid-19/info-by-product/index.html
https://www.cdc.gov/vaccines/covid-19/downloads/covid19-vaccine-quick-reference-guide-2pages.pdf
https://www.michigan.gov/documents/coronavirus/COVID-19_Vaccine_Public_FAQ_FINAL_710077_7.pdf


Thank You! 

www.michigan.gov/COVIDvaccineprovider

Next “Noontime Knowledge” 
Update: TBD

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

Questions Email: 
checcimms@michigan.gov

http://www.michigan.gov/COVIDvaccineprovider
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	*List could be updated in the future
	*List could be updated in the future
	*List could be updated in the future



	Sect
	Figure
	Administration of Pfizer
	Administration of Pfizer
	Administration of Pfizer
	-
	BioNTech COVID
	-
	19 
	Booster Dose



	Administration
	Administration
	Administration
	Administration
	-
	Pfizer Booster Dose


	•
	•
	•
	•
	•
	Pfizer
	-
	BioNTech COVID
	-
	19 
	vaccine, 
	0.3ml, intramuscular administration (same dose 
	used in primary series) 


	•
	•
	•
	Timing: at least 6 months after completion of the primary series of Pfizer BioNTech


	—
	—
	—
	—
	Immunity wanes gradually over time, therefore a booster may be given at an interval 
	greater than 6 months 



	•
	•
	•
	Currently insufficient data to support the use of the Pfizer
	-
	BioNTech COVID
	-
	19 vaccine as a 
	booster dose in people who received Moderna or Janssen COVID
	-
	19 vaccines as a primary 
	vaccination series


	•
	•
	•
	Co
	-
	administration: a Pfizer
	-
	BioNTech COVID
	-
	Vaccine booster dose may be given with 
	other vaccines (e.g., influenza), without regard to timing, including administration of 
	COVID
	-
	19 and other vaccines on the same day





	Sect
	Figure
	Key Points to Remember 
	Key Points to Remember 
	Key Points to Remember 
	& Looking Ahead



	Key Points to Remember
	Key Points to Remember
	Key Points to Remember
	Key Points to Remember


	•
	•
	•
	•
	•
	Getting people vaccinated with a COVID
	-
	19 primary vaccine series remains the 
	highest priority 
	and is fundamental to reducing COVID
	-
	related morbidity and 
	mortality 


	•
	•
	•
	All COVID
	-
	19 vaccines currently approved or authorized in the United States remain 
	effective against severe disease, hospitalization, and death 


	•
	•
	•
	Persons of all ages who have received a primary vaccine series are much less likely 
	than unvaccinated persons to become infected with 
	COVID
	-
	19 
	and to require 
	hospitalization or die because of COVID
	-
	19 


	•
	•
	•
	CDC’s COVID
	-
	19 vaccine recommendations will be updated, as needed, to reflect 
	changes in U.S. COVID
	-
	19 disease trends, new information on COVID
	-
	19 vaccine 
	effectiveness and safety, and updated benefit
	-
	risk analyses 





	Looking Ahead
	Looking Ahead
	Looking Ahead
	Looking Ahead


	•
	•
	•
	•
	•
	Currently there are insufficient data to support the use of the Pfizer
	-
	BioNTech 
	COVID
	-
	19 vaccine as a booster dose in people who received the Moderna or 
	Janssen COVID
	-
	19 vaccines as a primary vaccination series 


	•
	•
	•
	There is uncertainty around the risk of transmission following a vaccine 
	booster dose 


	•
	•
	•
	To help mitigate the spread of disease, it is recommended that people follow
	healthy
	hygiene practices,
	physical
	distancing,
	and
	use of a
	face mask 
	regardless of vaccination status


	•
	•
	•
	MDHHS
	recently
	revised
	their
	face mask guidance: 
	www.Michigan.gov/coronavirus
	www.Michigan.gov/coronavirus
	Span






	Sect
	Figure
	Fact Check!
	Fact Check!
	Fact Check!



	Everyone is still considered fully vaccinated two 
	Everyone is still considered fully vaccinated two 
	Everyone is still considered fully vaccinated two 
	Everyone is still considered fully vaccinated two 
	Everyone is still considered fully vaccinated two 
	Everyone is still considered fully vaccinated two 
	weeks after their second dose in a 2
	-
	dose series, 
	such as the Pfizer
	-
	BioNTech or Moderna vaccines, 
	or two weeks after a single
	-
	dose vaccine, such as 
	the J&J/Janssen vaccine.




	Am I still 
	Am I still 
	Am I still 
	considered “fully 
	vaccinated” if I 
	don’t get a 
	booster shot?


	Textbox
	P
	Link
	Span
	https://www.cdc.gov/coronavirus/2019
	-
	ncov/vaccines/booster
	-
	shot.html#FAQs




	Is a moderately to 
	Is a moderately to 
	Is a moderately to 
	Is a moderately to 
	severely 
	immunocompromised 
	patient who received a 
	3
	rd
	(additional) dose 
	28 days after their 
	primary series, also 
	recommended to 
	receive a booster dose 
	6 months later?


	Currently, if you get a 3
	Currently, if you get a 3
	Currently, if you get a 3
	Currently, if you get a 3
	Currently, if you get a 3
	rd
	(additional) dose of the vaccine 
	because you’re moderately to severely 
	immunocompromised, you do not need to get a 
	booster
	dose (dose 4) 6 months later. That said, the guidance 
	around the COVID
	-
	19 vaccine is constantly changing as 
	more data emerges about its efficacy in various scenarios.


	A fourth vaccine dose may be needed in 
	A fourth vaccine dose may be needed in 
	A fourth vaccine dose may be needed in 
	immunocompromised patients, but more data is needed 
	to make that determination.


	Currently 
	Currently 
	Currently 
	there is NO Emergency Use Authorization (EUA) 
	or recommendation to give a 4
	th
	COVID
	-
	19 vaccine dose 
	to anyone 





	At this time, the recommendation is only for 
	At this time, the recommendation is only for 
	At this time, the recommendation is only for 
	At this time, the recommendation is only for 
	At this time, the recommendation is only for 
	At this time, the recommendation is only for 
	those who have received a 
	full 2
	-
	dose 
	primary 
	series of Pfizer
	-
	BioNTech COVID
	-
	19 vaccine. 
	Currently, this is the only vaccine in which the 
	EUA amendment applies.  




	What if someone 
	What if someone 
	What if someone 
	received a mixed 
	series for their 
	primary series    
	(1 dose Pfizer,      
	1 dose Moderna), 
	can they receive a 
	booster dose. 



	Do I need to wait for 
	Do I need to wait for 
	Do I need to wait for 
	Do I need to wait for 
	Comirnaty vaccine 
	because my patient 
	does not want an EUA 
	approved Pfizer
	-
	BioNTech COVID
	-
	19 
	vaccine? 


	No. 
	No. 
	No. 
	No. 
	No. 
	The FDA
	-
	approved Pfizer
	-
	BioNTech 
	product
	Comirnaty
	(COVID
	-
	19 Vaccine, mRNA) 
	and the FDA
	-
	authorized Pfizer
	-
	BioNTech COVID
	-
	19 Vaccine under EUA have the exact same 
	formulation and can be used interchangeably to 
	provide the COVID
	-
	19 vaccination series without 
	presenting any safety or effectiveness 
	concerns.
	Therefore, providers can use doses 
	distributed under EUA to administer the 
	vaccination series as if the doses were the 
	licensed vaccine.
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	Figure
	Resources
	Resources
	Resources



	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
	Textbox
	P
	Link
	Span
	https://www.cdc.gov/coronavirus/2019
	-
	ncov/vaccines/booster
	-
	shot.html
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	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





	Updated Resources
	Updated Resources
	Updated Resources
	Updated Resources


	Textbox
	P
	Link
	Span
	Pfizer
	-
	BioNTech Standing Order



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



	Figure
	Figure
	Textbox
	P
	Link
	Span
	COVID
	-
	19 Vaccine Quick Reference



	Textbox
	P
	Link
	Span
	COVID
	-
	19 Vaccines FAQ
	—
	MDHHS 



	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: 
	TBD

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

	Questions Email: 
	Questions Email: 
	checcimms@michigan.gov







