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CDC’s Strategy: Empower Healthcare Personnel: Promote confidence among healthcare 
personnel in their decisions to get vaccinated and recommend the vaccination to their patients.

Project Goal: Build and reinforce COVID-19 vaccine confidence among healthcare personnel in the 
safety net sector and, in turn, the patients they serve.

Partnerships: The National Association of Free and Charitable Clinics and 15 State Associations 
and Federally Qualified Health Centers (FQHCs) in Puerto Rico and the U.S. Virgin Islands.

How: Provide tailored COVID-19 vaccine information to the free and charitable clinic sector 
through various channels and give the FCC sector a direct line of communication to CDC. 



Reminders:

• Please use your first name and clinic name when you join the session

• Use the “chat” feature to ask questions

• Please remember to mute your microphone

• If you can’t connect audio via computer or you lose computer audio at anytime, you can 

call in to session at  (408) 638-0968, Meeting ID 932-6566-2201##

• This activity has been approved for AMA PRA Category 1.25 Credit™ & Nursing CEUs

Please do not post, modify, distribute or reproduce any of these materials without obtaining prior written consent. 



Disclosures

• We have no relevant financial interests to disclose.



https://www.nytimes.com/interactive/2021/us/covid-
cases.html?action=click&module=Top%20Stories&pgtype=Homepage
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How do COVID-19 Vaccine Boosters Compare?

Atmar et al. doi: https://doi.org/10.1101/2021.10.10.21264827 



Pfizer-BioNTech expected to seek authorization for 
coronavirus booster for people 18 and older

• The request, which may be filed as soon as this week, is likely to win the 

backing of the Food and Drug Administration

• “In August, I thought it was extremely premature to offer boosters to everyone,” 

partly because of a lack of data, said Jeanne Marrazzo, an infectious-diseases 

physician at the University of Alabama at Birmingham. “The idea of rolling out 

boosters, while we were trying to increase our primary vaccination rates and dealing 

with the crushing delta wave, I felt was tone deaf.”

• Now, Marrazzo said, additional data is showing that “durable immunity to the 

coronavirus is an elusive goal.” She said she has treated several cases of 

breakthrough infections among the vaccinated and while the patients typically do not 

end up in the hospital, “It’s not pretty. You don’t want to get a breakthrough 

infection.”
https://www.washingtonpost.com/health/2021/11/08/pfizer-biontech-coronavirus-booster-authorization-18-and-older/



cdc.gov



COVID Vaccine 5-11 Y/O

Daniel Johnson, MD
University of Chicago Medicine
Comer Children’s Hospital
Pediatric Infectious Diseases
Director of ECHO-Chicago



5-11 Years Old 
COVID-19 Vaccine

• Dose 10 mcg 

• 2 dose series administered 3 weeks 
apart

• Can be used up to 12 hours after 
diluted

Fact Sheet for Healthcare Providers Administering Vaccine



Pfizer Pediatric Formulation Packaging
• Pediatric vials come packaged in cartons of 10 vials each 
• Each vial contains 10 doses
• Vials come with a distinctive orange cap, orange striping on the label, and 

orange striping on the carton
• Diluent: Orders of Pfizer pediatric vaccine include ancillary kits that contain 10mL 

diluent vials
– While these vials appear to contain sufficient diluent for multiple vials, they must only be used 

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

use

Note: the Adult/ Adolescent formulation (purple cap) 

should not be used to vaccinate children 5 through 11 

years of age 



Study Info

• Phase 2/3 study enrolled 3,109 vaccine recipients and 1528 placebo 
recipients 

• Cohort 1: 1,518 vaccine recipients and 750 placebo recipients, of whom 1,444 
(95.1%) and 714 (95.2%), respectively, had at least 2 months of safety follow-
up after completing a 2-dose primary series (data cutoff September 6, 2021) 
with a subset (322) followed for immunogenicity

• Cohort 2: A second cohort of 1,591 vaccine recipients and 778 placebo 
recipients had a median duration of follow-up of 2.4 weeks post-Dose 2 at the 
time of data cutoff (October 8, 2021) followed only for safety data

• Participants were randomized 2:1 to receive two doses of 10 μg of 
vaccine or placebo (saline), 3 weeks apart 

Vaccines and Related Biological Products Advisory Committee Meeting October 26, 2021 
FDA Briefing Document 



Vaccines and Related Biological Products Advisory Committee Meeting October 26, 2021 FDA 
Briefing Document 



• No notable differences in GMTs or 

seroresponse rates were observed 

by age (i.e., 5-6 year-old vs. 7-8 

year-old vs. 9-11 year-old), sex, 

race, ethnicity, obesity, or SARS-

CoV-2 status. 

• Small (10 patients) in vitro 

comparison for neutralization 

against delta variant vs reference 

USA-WA1/2020  strain documented 

similar neutralization 

Vaccines and Related Biological Products Advisory Committee Meeting October 26, 
2021 FDA Briefing Document 



Clinical Efficacy

• In participants 5-11 years of age without evidence of SARS-
CoV-2 infection prior to Dose 2, the observed VE against 
confirmed COVID-19 occurring at least 7 days after Dose 2 
was 90.7% (95% CI: 67.4%, 98.3%)

• 3 COVID-19 cases in the Pfizer group compared to 16 in the 
placebo group 

Vaccines and Related Biological Products Advisory Committee Meeting October 26, 
2021 FDA Briefing Document 



Safety

• Reactogenicity assessments included solicited injection site 
reactions and systemic adverse events 

• The occurrence of lymphadenopathy (<1%), and 
myocarditis/pericarditis, anaphylaxis, Bell’s palsy, appendicitis, 
pregnancy exposures and outcomes, and MIS-C cases (no cases)

Vaccines and Related Biological Products Advisory Committee Meeting October 26, 2021 FDA 
Briefing Document 



Common Vaccine 
Side Effects Similar 
to Adult Vaccine

Symptoms last for less 
than 48-72 hours and 
generally less severe 

than adults

https://www.who.int/westernpacific/emergencies/covid-
19/information-vaccines/covid-19-vaccine-side-effects-aefis-and-safety

Vaccines and Related Biological Products Advisory Committee Meeting October 26, 2021 
FDA Briefing Document 

https://www.who.int/westernpacific/emergencies/covid-19/information-vaccines/covid-19-vaccine-side-effects-aefis-and-safety


Local Reaction

FDA Committee Meeting 10/26/2021: https://www.fda.gov/media/153513/download

https://www.fda.gov/media/153513/download


Systemic Reactions

FDA Committee Meeting 10/26/2021: https://www.fda.gov/media/153513/download

https://www.fda.gov/media/153513/download


Myocarditis/Pericarditis

• Study not powered to determine rate in 5-11 year olds

• Turn to educated guessing by looking at data in 12-17 y/o 
• Medical chart-confirmed myocarditis and pericarditis in VAERS is highest in 

males 12-17 years of age
• ~71.5 cases/million second doses among males age 16-17 years and 42.6 cases/million 

second doses among males age 12-15 years)

• In an FDA analysis of the Optum healthcare claims database, the estimated 
excess risk of myocarditis/pericarditis approached 200 cases/million fully 
vaccinated males 16-17 years of age and 180 cases/million fully vaccinated 
males 12-15 years of age

• Short-term follow-up shows resolution of symptoms with conservative 
management nearly all by 5 days

• Information is not yet available about potential long-term sequelae 

Vaccines and Related Biological Products Advisory Committee Meeting October 26, 2021 FDA 
Briefing Document 



Is it Worth Doing?
• To answer the question, CDC and FDA generated various scenarios to try 

and attempt to estimate the impact of vaccination on the population and 
the risk of serious complications from the vaccine

• Scenario 1 with COVID-19 incidence as of September 11, 2021
• Scenario 2 with COVID-19 incidence close to the recent peak of the Delta variant 

surge at the end of August 2021
• Scenario 3 with COVID-19 incidence close to the lowest recorded incidence in June 

2021
• Scenario 4 with the same COVID-19 incidence as Scenario 1 and an assumption of 

90% vaccine efficacy against cases and 100% efficacy against hospitalizations 
• Scenario 5 with a 3x multiple of the death rate to more closely match the cumulative 

death rate for 5-11 years old seen in CDC Data Tracker
• Scenario 6 with the same COVID-19 incidence and assumed vaccine efficacy as 

Scenario 1 but 50% of the myocarditis cases as Scenario 1. 

• The estimates for excess myocarditis/pericarditis among fully vaccinated 
individuals assumed the highest rates (i.e., Optum dataset) 

Vaccines and Related Biological Products Advisory Committee Meeting October 26, 2021 
FDA Briefing Document 



Model-Predicted Benefit-Risk Outcomes of 
Scenarios 1-6 per One Million Fully Vaccinated 
Children 5-11 Years Old 



adult



Bottom Line
• 28 million children age 5-11 years live in the US

• 42% have gotten COVID based on antibody screening
• Much fewer have appeared for testing

• 8,000 hospitalized
• 100 deaths
• 4-8% with long haulers syndrome from COVID

• The virus is never going away, but new treatments could appear

• Vaccine seems safe and highly effective but we don’t know yet about rare side 
effects

• Myocarditis in the older age group is very rare 1/8,000-1/20,000 doses and full recovery is 
generally the rule, likely lower rates will be seen in 5-11 year olds

• For comparison, SARS-CoV-2 infection causes myocarditis/pericarditis in about 1% of children and recovery 
is much longer

• Vaccination makes good clinical sense for where we are at in the 
pandemic and perhaps even beyond depending on how side 
effects evolve



Preparing For Rollout

• Ensure staff are equipped and trained to respond to possible severe allergic 
reactions like with all vaccine administration

• Consider co-administration of COVID-19 vaccines with influenza and other childhood 
vaccines, when indicated

• Consider offering COVID-19, influenza, or other routine vaccines, to additional 
eligible persons (e.g., siblings, family members, community members) when 
vaccinating kids

• Consider second dose timing when scheduling clinics

• Make sure staff understand the difference between purple and orange tops vials so 
the right formulation and dose given to each person

Modified from IDPH slide



Quick Training Resources

• You call the shots 
• Vaccine administration module 

• (Pediatric IM admin slides 72-74): 

• https://www2.cdc.gov/vaccines/ed/vaxadmin/va/index.html

• Comfort and restraint techniques 

• (3yo and over @ 3:14) 

• https://www.youtube.com/watch?v=r1dGpTCgerE

• Intramuscular (IM) Injection: Sites 

• (3yo and over @ 2:22) 

• https://www.youtube.com/watch?v=PqSuCPnPeYE

CDPH slide

https://www2.cdc.gov/vaccines/ed/vaxadmin/va/index.html
https://www.youtube.com/watch?v=r1dGpTCgerE
https://www.youtube.com/watch?v=PqSuCPnPeYE


https://www.chicago.gov/city/en/sites/covid19-vaccine/home/for-youth.html

CDPH

CDPH slide

https://www.chicago.gov/city/en/sites/covid19-vaccine/home/for-youth.html


CDPH Provider Ed Videos

• 11/1 (6:17) NEW Vaccine News You Can Use
• https://www.dropbox.com/s/36o1sf930o6w6rc/Dr.%20F%20102921_video%201.mp4?dl=0

• 11/1 (2:01) NEW Parent-friendly answers: what does COVID in kids look like and 
why vax 5-11 now?
• https://www.dropbox.com/s/ahpt4e7subycpz5/Dr.%20F%20102921_COVID%20in%20kids.m

p4?dl=0

• 11/1 (1:45) NEW Epi data to answer why 5-11 now?
• https://www.dropbox.com/s/m3s51r5ug0hc0l5/Dr.%20F%20102921_5-11yo.mp4?dl=0

• 11/1 (5:12) NEW Parent-friendly facts for the COVID Vaccine Ambassador
• https://www.dropbox.com/s/o6c37nqorb0seox/Dr.%20F%20102921_vaccine%20Ambassado

r.mp4?dl=0

• 11/1 (Coming soon) Short Parent Vax Convo Training 

https://www.chicago.gov/city/en/sites/covid19-vaccine/home/facilities.html CDPH slide

https://www.dropbox.com/s/36o1sf930o6w6rc/Dr.%20F%20102921_video%201.mp4?dl=0
https://www.dropbox.com/s/36o1sf930o6w6rc/Dr.%20F%20102921_video%201.mp4?dl=0
https://www.dropbox.com/s/ahpt4e7subycpz5/Dr.%20F%20102921_COVID%20in%20kids.mp4?dl=0
https://www.dropbox.com/s/ahpt4e7subycpz5/Dr.%20F%20102921_COVID%20in%20kids.mp4?dl=0
https://www.dropbox.com/s/m3s51r5ug0hc0l5/Dr.%20F%20102921_5-11yo.mp4?dl=0
https://www.dropbox.com/s/m3s51r5ug0hc0l5/Dr.%20F%20102921_5-11yo.mp4?dl=0
https://www.dropbox.com/s/o6c37nqorb0seox/Dr.%20F%20102921_vaccine%20Ambassador.mp4?dl=0
https://www.dropbox.com/s/o6c37nqorb0seox/Dr.%20F%20102921_vaccine%20Ambassador.mp4?dl=0
https://www.chicago.gov/city/en/sites/covid19-vaccine/home/facilities.html


More training
• Videos and infographics here: Vaccine Administration Resource Library | CDC

• Includes information Vaccine administration e-learn with CE for pharmacists, infographics for 
identifying injection sites + short video demonstration injection and holding children.

• Epidemiology and Prevention of Vaccine-Preventable Diseases at Pinkbook: 
Vaccine Administration | CDC includes strategies to decrease anxiety and 
procedural pain.

• COVID-19 vaccine webinar series includes a recorded, short webinar 
Administering More than 1 Vaccine on the Same Day: Clinical Considerations 
and a webinar on Clinical Considerations: Vaccinating Adolescents at COVID-19 
Vaccine Webinar Series | CDC  
• A version for younger children should be posted soon

• All COVID-19 clinical materials are here: COVID-19 Vaccination Clinical and 
Professional Resources | CDC

CDPH slide

https://www.cdc.gov/vaccines/hcp/admin/resource-library.html
https://www.cdc.gov/vaccines/pubs/pinkbook/vac-admin.html
https://www.cdc.gov/vaccines/covid-19/training-education/webinars.html
https://www.cdc.gov/vaccines/covid-19/index.html


HFS Billing info

• All HFS Coronavirus (COVID-19) Updates:  
https://www2.illinois.gov/hfs/Pages/coronavirus.aspx

• HFS' COVID-19 Fee Schedule uses Medicare rates: 
https://www2.illinois.gov/hfs/SiteCollectionDocuments/COVID19FeeSch
eduleAdd0004AEffective10042021Final.pdf

• Information on billing Federal HRSA for COVID-19 Testing, Treatment, 
and Vaccine Administration for the Uninsured: 
https://www.hrsa.gov/coviduninsuredclaim

CDPH slide

https://www2.illinois.gov/hfs/Pages/coronavirus.aspx
https://www2.illinois.gov/hfs/SiteCollectionDocuments/COVID19FeeScheduleAdd0004AEffective10042021Final.pdf
https://www.hrsa.gov/coviduninsuredclaim


Foundational 
Training 

Learning 
Collaboratives

Technical 
Assistance 

Toolkit & Outreach 
Materials

https://illinoisaap.org/covid19-immunization-campaign/

https://illinoisaap.org/covid19-immunization-campaign/


Questions?



Next Session: Thursday, December 9th,12-1:15pm CST

Resources & recording of the session

https://www.echo-chicago.org/resources/covid19/

This project was funded in part by a cooperative agreement with the Centers for Disease Control and Prevention grant number 1 NU50CK000588-

01-00. The Centers for Disease Control and Prevention is an agency within the Department of Health and Human Services (HHS). The contents of 

this resource center do not necessarily represent the policy of CDC or HHS and should not be considered an endorsement by the Federal 

Government.

Thank you!



QUESTIONS & CONTACT

Project Team Email: vaccinate@americares.org

Tija Danzig, Project Director: tdanzig@americares.org

Kristin Kelley, Administrative Support: kkelley@americares.org 

mailto:vaccinate@americares.org
mailto:tdanzig@americares.org
mailto:kkelley@americares.org

