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Free Continuing Education

▪ Free continuing education is offered for this webinar. 

▪ Instructions on how to earn continuing education will be provided at the end of the 
call. 



▪ In compliance with continuing education requirements, all planners and presenters must 
disclose all financial relationships, in any amount, with ineligible companies over the previous 
24 months as well as any use of unlabeled product(s) or products under investigational use.

▪ CDC, our planners, and presenters wish to disclose they have no financial relationship(s) with 
ineligible companies whose primary business is producing, marketing, selling, re-selling, or 
distributing healthcare products used by or on patients.

▪ Presentations will not include any discussion of the unlabeled use of a product or a product 
under investigational use with the exception of Dr. Hall’s and Dr. Oliver’s discussion of vaccine 
use under Emergency Use Authorization or Emergency Use Instruction.

▪ CDC did not accept financial or in-kind support from ineligible companies for this continuing 
education activity.

Continuing Education Disclaimer



At the conclusion of today’s session, the participant will be able to accomplish 
the following:

1. Review current COVID-19 vaccination recommendations for children ages 6 
months through 5 years, including children who are moderately or severely 
immunocompromised.

2. List key points for healthcare providers to use when talking about COVID-19 
vaccination with parents and caregivers of children ages 6 months through 5 years, 
including children who are moderately or severely immunocompromised.

3. Discuss where to find online resources for clinicians about COVID-19 vaccination 
for children ages 6 months through 5 years.

Objectives



▪ Using the Zoom Webinar System

– Click on the “Q&A” button

– Type your question in the “Q&A” box

– Submit your question

▪ If you are a patient, please refer your question to your healthcare provider.

▪ If you are a member of the media, please direct your questions to CDC Media 
Relations at 404-639-3286 or email media@cdc.gov

To Ask a Question

mailto:media@cdc.gov
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mRNA COVID-19 Vaccines in Young Children



▪ COVID-19 has caused >2 million cases among children ages 6 months – 4 years

▪ Children 6 months–4 years of age are at risk of severe illness from COVID-19

– More than half of hospitalized children ages 6 months–4 years had no underlying 
conditions

– COVID-19 associated hospitalizations among children ages 6 months–4 years have similar or 
increased severity compared to older children and adolescents

– Burden of COVID-19 associated death is similar to or exceeds that of other pediatric vaccine 
preventable diseases

▪ Prior infection may not provide broad protection against newer SARS-CoV-2 
variants 

▪ COVID-19 pandemic continues to have significant impact on families

U.S. COVID-19 epidemiology in children 6 months–4 years  



Moderna COVID-19 vaccine
Children ages 6 months–5 years



Clinical trial structure
Moderna COVID-19 vaccine: Children ages 6 months–5 years

▪ Trial conducted from December 2021 through February 2022

▪ Children ages 6 months–5 years in the United States randomized 3:1
vaccine to saline placebo 

▪ Two doses of 25µg separated by 28 days

▪ Median follow-up time post-dose 2: 2.5 months

▪ Efficacy and safety populations: 

– 6–23 months: ~2,300 children; 1,700 vaccine and 600 placebo

– 2–5 years: ~4,000 children; 3,000 vaccine and 1,000 placebo

– TOTAL 6 months–5 years:  ~6,400 children; 4,800 vaccine and 1,600 placebo



Efficacy data
Moderna COVID-19 vaccine: Children ages 6 months–5 years

▪ Efficacy endpoint1,2: Subjects with or without evidence of prior infection 
– 6–23 months: 50.6% (21.4–68.6%)

– 2–5 years: 36.5% (12.5–54.0%)

– Overall 6 months–5 years: 41.5% (23.8–55.0%)

▪ Higher confidence in the estimate, based on 181 COVID-19 cases in vaccine 
group and 97 COVID-19 cases in placebo group

▪ Efficacy in the trial consistent with post-authorization vaccine effectiveness for 

Moderna COVID-19 vaccine in adults 18–64 years during Omicron 

– Effectiveness against infection 2 months after dose 2 was 35% (24–45%)
1CDC definition: At least 1 prespecified clinical symptom and a positive RT-PCR
2Efficacy estimates presented represent the manufacturer analysis. For GRADE, estimates based on relative risks will be presented



Immunogenicity data
Moderna COVID-19 vaccine: Children ages 6 months–5 years

▪ Antibody levels measured 28 days after the second dose for participants 
without prior infection

▪ Antibody responses after two 25µg doses in children ages 6 months–5 
years compared to two 100µg doses in individuals ages 18–25 years  

– Ratio for 6–23 months: 1.28 (1.12–1.47)

– Ratio for 2–5 years: 1.01 (0.90–1.17)

▪ Immunogenicity population: 

6–23 months: 230 children
2-5 years: 264 children



Safety data
Moderna COVID-19 vaccine: Children ages 6 months–5 years

▪ No deaths were reported in any trial participants 

▪ Serious adverse events (SAE) rare overall

▪ No cases of myocarditis in any trial participants 

▪ No cases of vaccine-associated anaphylaxis in any trial participants

▪ Local reactions occurring within 7 days were common

– Pain at the injection site most common

▪ Systemic reactions within 7 days were common

– Fatigue and headache most common in children ages 2–5 years

– Irritability and sleepiness more common in children ages 6–23 months



Safety data
Moderna COVID-19 vaccine: Children ages 6 months–5 years

▪ Fevers were more common after vaccine than placebo, and more 
common after dose 2 than dose 1

▪ Most fevers were reported on day 1 and 2 after either dose and lasted for 
a median of 1 day 

▪ Fevers after other routine vaccines given at this age can be ~30%

▪ One febrile seizure possibly related to vaccine noted (3 days after dose 1)

Fever post-dose 2 Vaccine Placebo

Any fever 730/4532 (16.1%) 107/1483 (7.2%)

Grade 4 fever (104oF or higher) 10/4532 (0.2%) 0/1483 (0%)



Safety data
Moderna COVID-19 vaccine: Children ages 6 months–5 years

▪ Imbalances were noted with some respiratory infections

– Overall, events were rare (occurred in <1% of trial participants)

▪ No pattern for respiratory infections noted, and the clinical characteristics 
were typical and consistent with seasonal respiratory infections

– Testing not performed systematically; testing for additional respiratory 
pathogens may have varied by results of COVID-19 testing

▪ Lymphadenopathy (axillary or groin) noted in 9% of vaccine recipients, 
compared to 2% of placebo recipients



Conclusions
Moderna COVID-19 vaccine: Children ages 6 months–5 years

▪ Efficacy seen after two doses of Moderna COVID-19 vaccine in children 
ages 6 months–5 years of age consistent with real-world vaccine 
effectiveness in all other ages during Omicron predominance

▪ Antibody levels after 2 doses in children ages 6 months–5 years 
produces similar antibody levels after 2 doses in individuals ages 18–24 
years 

▪ Reactogenicity post-vaccine consistent with other recommended 
vaccines in this age group 



Pfizer-BioNTech COVID-19 vaccine
Children ages 6 months–4 years



Clinical trial structure
Pfizer-BioNTech COVID-19 vaccine: Children ages 6 months–4 years

▪ Trial conducted from June 2021 through April 2022

▪ Children ages 6 months–4 years in the United States randomized 2:1
vaccine to saline placebo 

– Analyses performed separately for 6–23 months and 2–5 years

– Results pooled for a combined estimate for 6 months–5 years

▪ Three doses, 3µg each: Dose 1 and dose 2 separated by 21 days
Dose 2 and dose 3 separated by at least 8 weeks

– Interval between dose 2 and dose 3 in the trial longer than authorized interval: 
~16 weeks (range 8–32 weeks) for children ages 6–23 months

~11 weeks (range 8–34 weeks) for children ages 2–4 years 

▪ Median follow-up time post-dose 3: 1.3 months



Number of children contributed blinded person-time to 
efficacy evaluation, by age group

Dose 1 all-available 
efficacy population

•Total: 2,750
• Vaccine: 1,835

• Placebo: 915

Dose 2 all-available 
efficacy population

•Total: 2,726 
(99.1%)

• Vaccine: 1,819 (99.1%)

• Placebo: 907 (99.1%)

Dose 3 all-available 
efficacy population

•Total: 886 (32.2%)
• Vaccine: 606 (33.0%)

• Placebo: 280 (30.6%)

Dose 1 all-available 
efficacy population

•Total: 1,776
• Vaccine: 1,178

• Placebo: 598

Dose 2 all-available 
efficacy population

•Total: 1,762 
(99.2%)

• Vaccine: 1,166 (99.0%)

• Placebo: 596 (99.7%)

Dose 3 all-available 
efficacy population

•Total: 570 (32.1%)
• Vaccine: 386 (32.8%)

• Placebo: 184 (30.8%)

Ages 6–23 monthsAges 2–4 years

32% of the 
overall eligible 

population 
contributed 

blinded
person-time to 

the efficacy 
evaluation due to 

per-protocol 
unblinding after 

dose 2



Efficacy data
Pfizer-BioNTech COVID-19 vaccine: Children ages 6 months–4 years

▪ Efficacy endpoint1,2: Subjects with or without evidence of prior infection 
– 6–23 months: 75.5% (-370.1–99.6%) 
– 2–4 years: 82.3% (-8.0–98.3%)
– Overall 6 months–4 years: 80.3% (13.9–96.7%)

▪ Lower confidence in the estimates, based on 3 COVID-19 cases in vaccine group 
and 7 COVID-19 cases in placebo group

▪ Post-authorization vaccine effectiveness (VE) for Pfizer-BioNTech COVID-19 
vaccine in adolescents ages 12–15 years during Omicron:
– VE against infection 2 months after dose 2 was 28.9% (24.5–33.1%)
– VE against infection 2 months after dose 3 was 42.9% (34.5–50.2%)

1CDC definition: At least 1 prespecified clinical symptom and a positive RT-PCR
2Efficacy estimates presented represent the manufacturer analysis. For GRADE, estimates based on relative risks will be presented



Immunogenicity data
Pfizer-BioNTech COVID-19 vaccine: Children ages 6 months–4 years

▪ Antibody levels measured 1 month post-dose 3 for participants without 
prior infection

▪ Antibody responses after three 3µg doses in children ages 6 months–4 
years compared to two 30µg doses in individuals ages 16–25 years  

– Ratio for 6–23 months: 1.19 (1.00–1.43)

– Ratio for 2–4 years: 1.30 (1.13–1.50)

– Overall ratio for 6 months–5 years: 1.26 (1.13–1.40)

▪ Immunogenicity population: 

– 6–23 months: 82 children   
2–5 years: 143 children



Data after dose 2
Pfizer-BioNTech COVID-19 vaccine: Children ages 6 months–4 years

▪ For comparison, results after dose 2 are shown 

1Seven days after dose 2 to before dose 3
2CDC definition: At least 1 prespecified clinical symptom and a positive RT-PCR
3Efficacy estimates presented represent the manufacturer analysis. For GRADE, estimates based on relative risks will be presented
4Antibody responses after two 3µg doses in children ages 6 months–4 years compared to two 30µg doses in individuals ages 16–25 years  

Dose 21 Efficacy2,3 Dose 2 Immunobridging4

6–23 months 14.5% (-24.9–41.0%) Non-inferiority criteria met

2–4 years 33.6% (9.1–51.3%) Non-inferiority criteria not met



Safety data
Pfizer-BioNTech COVID-19 vaccine: Children ages 6 months–4 years

▪ No deaths were reported in any trial participants 

▪ Serious adverse events (SAE) rare overall

▪ No cases of myocarditis in any trial participants 

▪ No cases of vaccine-associated anaphylaxis in any trial participants 

▪ Local reactions occurring within 7 days were common

– Pain or tenderness at the injection site most common

▪ Systemic reactions within 7 days were common

– Fatigue most common in children ages 2–4 years

– Irritability and drowsiness more common in children ages 6–23 months
*Investigator considered it possibly related; FDA considered the events potentially consistent with symptoms due to viral myositis  



Safety data
Pfizer-BioNTech COVID-19 vaccine: Children ages 6 months–4 years

▪ Fevers were reported with similar frequency after both vaccine and 
placebo, and similar frequencies after doses 1, 2, and 3

▪ Most fevers were reported on day 1 and 2 after either dose and lasted for 
a median of 1 day 

Fever post-dose 2 Fever post-dose 3

Vaccine

N=2926

Placebo

N=1469

Vaccine

N=917

Placebo

N=432

Any fever 173 (5.9%) 82 (5.7%) 53 (5.8%) 21 (4.9%)

Grade 4 fever
(104oF or higher)

3 (0.1%) 0 1 (0.1%) 0



Conclusions
Pfizer-BioNTech COVID-19 vaccine: Children ages 6 months–4 years

▪ Antibody levels after 3 doses in children ages 6 months–4 years produces 
similar antibody levels after 2 doses in individuals ages 16–24 years 

▪ Reactogenicity post-vaccine similar after each of the 3 vaccine doses, and 
similar to reactions seen in placebo recipients

▪ Efficacy estimates difficult to interpret given small numbers and limited 
follow-up time

– Impact of longer interval in the trial between dose 2 and dose 3 on efficacy, 
reactogenicity or safety are unknown



Summary



▪ Since the beginning of the COVID-19 pandemic, among U.S. children 
ages 6 months – 4 years of age, there have been  

Over 2 million cases

Over 20,000 hospitalizations

Over 200 deaths

▪ COVID-19 can cause severe disease and death among children, including 
children without underlying medical conditions

▪ Future surges will continue to impact children, with unvaccinated children 
remaining at higher risk of severe outcomes

Summary



▪ mRNA COVID-19 vaccine clinical trials in young children both conducted 
during Omicron predominance, but different months and incidence levels

– In addition to differences in number of participants in the efficacy analyses 
and differences in follow up time, the incidence levels impacted COVID-19 
case accrual and certainty in efficacy estimates

▪ Efficacy estimates for these two mRNA vaccines cannot be directly 
compared 

▪ Both vaccines met non-inferiority criteria for neutralizing antibody levels

ACIP interpretation:
mRNA COVID-19 vaccines in young children 



▪ In other age groups during Omicron, mRNA COVID-19 vaccine post-
authorization vaccine effectiveness was lower against infection, but 
higher protection against severe disease

▪ Clinical trials were not powered to detect efficacy against severe disease 
in young children, but similar patterns in this age group are expected to 
what is seen in everyone ages 5 years and older

ACIP interpretation:
mRNA COVID-19 vaccines in young children



▪ Current data are for a 2-dose (Moderna) or 3-dose (Pfizer-BioNTech) 
primary series 

▪ Post-authorization effectiveness studies can help determine subsequent 
timing and need of boosters

– Immunocompromised children may also need additional doses for optimal protection

Summary



ACIP Recommendation

A two-dose Moderna COVID-19 vaccine series (25µg) is recommended 
for children ages 6 months –5 years, 

under the EUA issued by FDA

Two doses of 25µg Moderna COVID-19 vaccine, 28-days apart

A three-dose Pfizer-BioNTech COVID-19 vaccine series (3µg each) is recommended 
for children ages 6 months – 4 years, 

under the EUA issued by FDA

Three doses of 3µg Pfizer-BioNTech COVID-19 vaccine
21 days and at least 8 weeks apart 



Self-knowledge Check: Current data for COVID-19 vaccines for young 

children are for a ___-dose (Pfizer-BioNTech) or ___-dose (Moderna) 

primary series:

A. 3, 3 

B. 3, 4

C. 2, 2

D. 3, 2

E. 4, 3



Answer: Current data for COVID-19 vaccines for young children are for a 

___-dose (Pfizer-BioNTech) or ___-dose (Moderna) primary series:

A. 3, 3 

B. 3, 4

C. 2, 2

D. 3, 2

E. 4, 3

Rationale: A 3-dose Pfizer-BioNTech COVID-19 vaccine series (3µg each) is 
recommended for children ages 6 months – 4 years. A 2-dose Moderna 
COVID-19 vaccine series (25µg) is recommended 
for children ages 6 months – 5 years.



cdc.gov/coronavirus

Interim Clinical Considerations Update for Pediatric 
COVID-19 Vaccines

Elisha Hall, PhD

Clinical Guidelines Lead



COVID-19 Pediatric Vaccination Schedule



COVID-19 Vaccine Pediatric Age Groups

▪ Moderna COVID-19 Vaccine
–Ages 6 months through 5 years

▪ Pfizer-BioNTech COVID-19 Vaccine
–Ages 6 months through 4 years

▪ “Through” means “up to and including” and is denoted by an en dash (–).



Pediatric Schedule: Moderna COVID-19 Vaccine

Moderna 
(6 months–
5 years)

Dose 
1

(primary)

Dose 
2 

(primary)

4-8 weeks

Primary Series

Moderna 
(6 months–
5 years)

Dose 
1

(primary)

Dose 
2 

(primary)

4 weeks

Primary Series

Dose 
3 

(primary)

At least 4 
weeks

People who ARE moderately or severely immunocompromised

People who are NOT moderately or severely immunocompromised



Pediatric Schedule: Pfizer-BioNTech COVID-19 Vaccine

Pfizer-
BioNTech
(6 months–
4 years) Dose 

1
(primary)

Dose 
2 

(primary)

Dose 
3 

(primary)

At least
8 weeks

Primary Series

3-8 weeks

People who are NOT moderately or severely immunocompromised

Pfizer-
BioNTech
(6 months–
4 years) Dose 

1
(primary)

Dose 
2 

(primary)

Dose 
3 

(primary)

At least
8 weeks

Primary Series

3 weeks

People who ARE moderately or severely immunocompromised



Pediatric Schedule: People Who Are NOT Moderately or 
Severely Immunocompromised

Pfizer-BioNTech
(6 months–
4 years)

Pfizer-BioNTech
(5–17 years)

Moderna
(6 months–
5 years)

Dose 
1

(primary)

Dose 
2 

(primary)

4-8 weeks

Dose 
1

(primary)

Dose 
2 

(primary)

Dose 
3 

(primary)

At least
8 weeks3-8 weeks

Dose 
1

(primary)

Dose 
2 

(primary)

Dose 
3 

(booster)

At least
5 months3-8 weeks



Pediatric Schedule: People Who ARE Moderately or Severely 
Immunocompromised

Pfizer-BioNTech
(6 months–
4 years)

Pfizer-BioNTech
(5–11 years)

Pfizer-BioNTech
(12–17 years)

Moderna
(6 months–
5 years)

Dose 
1

(primary)

Dose 
2 

(primary)

4 weeks

Dose 
1

(primary)

Dose 
2 

(primary)

Dose 
3 

(primary)

At least
8 weeks3 weeks

Dose 
1

(primary)

Dose 
2 

(primary)

Dose 
3 

(primary)

At least 4 
weeks3 weeks

Dose 
3 

(primary)

At least 4 
weeks

Dose 
4 

(booster)

At least 3 
months

Dose 
1

(primary)

Dose 
2 

(primary)

Dose 
3 

(primary)

At least 4 
weeks3 weeks Dose 

4 
(booster)

At least 3 
months

Dose 
5 

(2nd

booster)

At least 4 
months



Considerations for Extended Interval Between Dose 1 & 2

Longer 
interval

Shorter
interval



Considerations for Extended Interval Between Dose 1 & 2

• Reduced myocarditis risk
• Adolescent and young 

adult males
• Optimize vaccine 

effectiveness

• Immunocompromised
• High risk for severe disease
• Household members with 

high risk for severe disease
• High COVID-19 community 

levels

Longer 
interval

Shorter
interval



Considerations for Extended Interval Between Dose 1 & 2

• Reduced myocarditis risk
• Adolescent and young 

adult males
• Optimize vaccine 

effectiveness

Longer
interval

Shorter 
interval

• Immunocompromised
• High risk for severe disease
• Household members with 

high risk for severe disease
• High COVID-19 community 

levels



Products



Pfizer-BioNTech COVID-19 Vaccine Products

Product for ages 
6 months–4 
years

Product for ages 
5–11 years

Product for ages 
12 years and 
older

Authorized for ages 6 months–4 years 5–11 years 12 years and older

Vial cap color Maroon Orange Gray

Dose (mRNA 
concentration)

3 mcg 10 mcg 30 mcg

Injection volume 0.2 mL 0.2 mL 0.3 mL

Dilution required Yes—2.2 mL Yes—1.3 mL No

Doses per vial 10 (after dilution) 10 (after dilution) 6



Pfizer-BioNTech COVID-19 Vaccine Products

Product for ages 
6 months–4 
years

Product for ages 
5–11 years

Product for ages 
12 years and 
older

Authorized for ages 6 months–4 years 5–11 years 12 years and older

Vial cap color Maroon Orange Gray

Dose (mRNA 
concentration)

3 mcg 10 mcg 30 mcg

Injection volume 0.2 mL 0.2 mL 0.3 mL

Dilution required Yes—2.2 mL Yes—1.3 mL No

Doses per vial 10 (after dilution) 10 (after dilution) 6



Pfizer-BioNTech COVID-19 Vaccine Products

Product for ages 
6 months–4 
years

Product for ages 
5–11 years

Product for ages 
12 years and 
older

Authorized for ages 6 months–4 years 5–11 years 12 years and older

Vial cap color Maroon Orange Gray

Dose (mRNA 
concentration)

3 mcg 10 mcg 30 mcg

Injection volume 0.2 mL 0.2 mL 0.3 mL

Dilution required Yes—2.2 mL Yes—1.3 mL No

Doses per vial 10 (after dilution) 10 (after dilution) 6



Pfizer-BioNTech COVID-19 Vaccine Product for Ages 6 
Months–4 Years

Vaccine may be 
discarded 12 hours
after dilution rather 
than 6 hours.

Vial label states Age 
2y to <5y but can be 
used in children ages 
6 months−4 years.



Product for ages 
6 months–5 years

Product for ages 12 
years and older

Authorized for ages 6 months–5 years 12 years and older

Vial cap color Dark blue Red

Label border color Magenta Light blue

Dose (mRNA concentration) 25 mcg 100 mcg

Injection volume 0.25 mL 0.5 mL

Dilution required No No

Doses per vial 10 Maximum of 11

Moderna COVID-19 Vaccine Products



Product for ages 
6 months–5 years

Product for ages 12 
years and older

Authorized for ages 6 months–5 years 12 years and older

Vial cap color Dark blue Red

Label border color Magenta Light blue

Dose (mRNA concentration) 25 mcg 100 mcg

Injection volume 0.25 mL 0.5 mL

Dilution required No No

Doses per vial 10 Maximum of 11

Moderna COVID-19 Vaccine Products



Product for ages 
6 months–5 years

Product for ages 12 
years and older

Authorized for ages 6 months–5 years 12 years and older

Vial cap color Dark blue Red

Label border color Magenta Light blue

Dose (mRNA concentration) 25 mcg 100 mcg

Injection volume 0.25 mL 0.5 mL

Dilution required No No

Doses per vial 10 Maximum of 11

Moderna COVID-19 Vaccine Products



Moderna COVID-19 Vaccine Product for Ages 6 Months 
Through 5 Years



Vaccine Dosage

▪ Children should receive the age-appropriate vaccine product and follow the 
schedule based on their age on the day of vaccination, regardless of their 
size or weight. 

▪ If a person moves from a younger age group to an older age group during 
the primary series or between the primary series and receipt of the booster 
dose(s), they should receive the vaccine dosage for the older age group for 
all subsequent doses.



Children Who Turn From Age 4 to 5 years Between Any Dose 
in the Primary Series May Receive…

▪ Scenario 1: A 2-dose primary series using the product for people ages 5–11 
years (orange cap)

Dose 1:
Orange cap, 10 mcg

3 weeks

Dose 2:
Orange cap, 10 mcg



Children Who Turn From Age 4 to 5 years Between Any Dose 
in the Primary Series May Receive…

Scenario 2: A 3-dose primary series initiated with the product for ages 6 
months–4 years. Dose 2 and 3 may be with: the product for ages 6 months–4 
years or the product for ages 5–11 years.

3-8 weeks

Dose 1:
Maroon cap, 3 mcg

Dose 2:
Orange cap, 10 mcg

---or---
Maroon cap, 3 mcg

8 weeks

Dose 3:
Orange cap, 10 mcg

---or---
Maroon cap, 3 mcg

---or--- ---or---



Interchangeability

▪ COVID-19 vaccines are not interchangeable.

▪ The same mRNA vaccine product should be used for all doses of the 
primary series.

▪ In exceptional situations in which the mRNA vaccine product administered 
for a previous dose(s) of the primary series cannot be determined or is not 
available, either age-appropriate available mRNA COVID-19 vaccine product 
may be administered at a minimum interval of 28 days between doses to 
complete the mRNA COVID-19 primary vaccination series.



Mixed Series For Children Ages 6 months–4 Years

▪ Children ages 6 months–4 years who receive different mRNA products for 
the first 2 doses of an mRNA COVID-19 vaccine series should receive a third 
dose of either mRNA vaccine 8 weeks after the second dose to complete 
the 3-dose primary series.



Mixed Series For Children Ages 6 months–4 Years

▪ Scenario 1:

Dose 1:
Pfizer-BioNTech

Maroon cap, 3 mcg

Dose 2:
Moderna

Dark blue cap, 
magenta label border, 25 

mcg

4-8 weeks 8 weeks

Dose 3:
Pfizer-BioNTech

Maroon cap, 3 mcg
--or--

Moderna
Dark blue cap, 

magenta label border, 25 mcg

--or--



Mixed Series For Children Ages 6 months–4 Years

▪ Scenario 2:

Dose 1:
Moderna

Dark blue cap, 
magenta label border, 

25 mcg

4-8 weeks

Dose 2:
Pfizer-BioNTech
Maroon cap, 3 

mcg

8 weeks

Dose 3:
Pfizer-BioNTech

Maroon cap, 3 mcg
--or--

Moderna
Dark blue cap, 

magenta label border, 25 mcg

--or--



Vaccine Administration



Administration

Age Needle gauge Needle length Injection Site

6 months 
through 2 
years

22- to 25-gauge 
needle

1-inch (25mm) 
needle*

Vastus lateralis in 
the anterolateral 
thigh

3 years and 
older

22- to 25-gauge 
needle

5/8- to 1-inch 
(25mm) needle†

Deltoid muscle

• Intramuscular (IM) Injection Infants 11 months of age and younger: 
https://www.cdc.gov/vaccines/hcp/admin/downloads/IM-Injection-Infants-508.pdf

• Intramuscular (IM) Injection Children 1 through 2 years of age: 
https://www.cdc.gov/vaccines/hcp/admin/downloads/IM-Injection-1-2-Years-508.pdf

• Intramuscular (IM) Injection Children 3 through 6 years of age: 
https://www.cdc.gov/vaccines/hcp/admin/downloads/IM-Injection-3-6-Years.pdf

*Use a 5/8- to 1-inch (16 to 5 mm) if using the deltoid muscle. A 5/8-inch needle may be used only if the skin is stretched tightly and the 
subcutaneous tissue is not bunched.
† Use a 1- to 1.25-inch (25–32 mm) needle if administering vaccine in the vastus lateralis muscle in the anterolateral thigh

https://www.cdc.gov/vaccines/hcp/admin/downloads/IM-Injection-Infants-508.pdf
https://www.cdc.gov/vaccines/hcp/admin/downloads/IM-Injection-1-2-Years-508.pdf
https://www.cdc.gov/vaccines/hcp/admin/downloads/IM-Injection-3-6-Years.pdf


Comfort and Restraint Technique

▪ Determine the best position for the 
patient based on comfort, age, 
activity level, administration site, 
and safety. 

▪ Instruct the parent on how to help 
the infant or child stay still so you 
can administer the vaccine(s) safely.

▪ Training video: 
https://www.youtube.com/watch?v
=r1dGpTCgerE

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


Coadministration

▪ COVID-19 vaccines may be administered without regard to timing of other 
vaccines. 

▪ Extensive experience with non-COVID 19 vaccines has demonstrated that 
immunogenicity and adverse event profiles are generally similar when 
vaccines are administered simultaneously as when they are administered 
alone.

▪ Data assessing the outcomes of simultaneous administration of COVID-19 
vaccines with other vaccines are limited currently.



Coadministration

▪ In accordance with general best practices, routine administration of all age-
appropriate doses of vaccines simultaneously is recommended for children 
for whom no specific contraindications exist at the time of the healthcare 
visit. 

▪ When deciding whether to co-administer another vaccine(s) with COVID-19 
vaccine, providers and parents/guardians may consider:
–Whether a child is behind or at risk of becoming behind 
– Likelihood of the child returning for another vaccination
– Their risk of vaccine-preventable diseases
– The reactogenicity profile of the vaccines

https://www.cdc.gov/vaccines/hcp/acip-recs/general-recs/timing.html


Coadministration

▪ Best practices for multiple injections include:
– Label each syringe
–Administer each injection in a different injection site; separate injection 

sites by 1 inch or more, if possible
–Administer the COVID-19 vaccine and vaccines that may be more likely to 

cause a local reaction in different limbs



Preventing Vaccine Administration Errors

▪ Clinical guidance for 
errors: 
https://www.cdc.gov/va
ccines/covid-19/clinical-
considerations/interim-
considerations-
us.html#appendix-c

▪ Handout: 
https://www.cdc.gov/va
ccines/hcp/admin/down
loads/vaccine-
administration-
preventing-errors.pdf

https://www.cdc.gov/vaccines/covid-19/clinical-considerations/interim-considerations-us.html#appendix-c
https://www.cdc.gov/vaccines/hcp/admin/downloads/vaccine-administration-preventing-errors.pdf


Adverse Events and Patient Counseling



Patient and Parent/Guardian Counseling: Side Effects

▪ Children may experience fewer side effects than adolescents or young 
adults.

▪ Local side effects
– Pain, swelling, and redness at the injection site, 
–Axillary or inguinal lymphadenopathy

▪ Systemic side effects
– Fever, fatigue, headache, chills, myalgia, arthralgia
– Irritability, crying, sleepiness, loss of appetite in infants and younger 

children



Febrile Seizures

▪ Febrile seizures were rare in COVID-19 vaccine clinical trials for young 
children.
– The impact of coadministration with COVID-19 vaccines on risk of febrile 

seizures has not been specifically studied.

▪ Febrile seizures are not uncommon generally and can occur in infants and 
young children with any condition that causes a fever, including COVID-19.
–Nearly all children who have a febrile seizure recover quickly and do not 

have any permanent neurological damage.

▪ CDC will closely monitor for febrile seizures following COVID-19 vaccination 
in young children.



Resources



Interim Clinical Considerations

• Interim Clinical Considerations for Use of 
COVID-19 Vaccines Currently Approved or 
Authorized in the United States: 
https://www.cdc.gov/vaccines/covid-
19/clinical-considerations/interim-
considerations-us.html

• FAQs for the Interim Clinical 
Considerations: 
https://www.cdc.gov/vaccines/covid-
19/clinical-considerations/faq.html

• At-A-Glance COVID-19 Vaccination 
Schedule: 
https://www.cdc.gov/vaccines/covid-
19/downloads/COVID-19-vacc-schedule-
at-a-glance-508.pdf

https://www.cdc.gov/vaccines/covid-19/clinical-considerations/interim-considerations-us.html
https://www.cdc.gov/vaccines/covid-19/clinical-considerations/faq.html
https://www.cdc.gov/vaccines/covid-19/downloads/COVID-19-vacc-schedule-at-a-glance-508.pdf


Clinical Resources

▪ US COVID-19 Vaccine 
Product Information: 
https://www.cdc.gov/vaccin
es/covid-19/info-by-
product/index.html

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


Resources for Vaccine Recipient Education

▪ Recipient Education: 
https://www.cdc.gov/vaccines
/covid-19/hcp/index.html

▪ COVID-19 Vaccination for 
Children: 
https://www.cdc.gov/vaccines
/covid-
19/planning/children.html

https://www.cdc.gov/vaccines/covid-19/hcp/index.html
https://www.cdc.gov/vaccines/covid-19/planning/children.html


Self-Knowledge Check

What is the interval between the 
second and third primary doses for 
children ages 6 months–4 years 
that receive Pfizer-BioNTech 
COVID-19 Vaccine?

a) At least 4 weeks

b) At least 8 weeks

c) At least 4 months

d) At least 5 months



Self-Knowledge Check: Answer

What is the interval between the second and third primary doses for children 
ages 6 months–4 years that receive Pfizer-BioNTech COVID-19 Vaccine?

a) At least 4 weeks

b) At least 8 weeks

c) At least 4 months

d) At least 5 months

Dose 
1

(primary)

Dose 
2 

(primary)

Dose 
3 

(primary)

Schedule: People who are NOT Immunocompromised

3-8 weeks Dose 
1

(primary)

Dose 
2 

(primary)

Dose 
3 

(primary)

Schedule: People who ARE Immunocompromised

3 weeks8 weeks 8 weeks
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Approach to Reaching All Children Aged 6 Months–4 Years 

▪ Goal: Ensure all eligible children <5 years old (~20 million) have access and 
ability to get vaccinated*

*ECE: Early care and education, DoD: Department of Defense, IHS: Indian Health Service, FQHC: Federally Qualified Health Center, RHC: 
Rural  Health Clinic



Possible Network of Vaccine Providers for Children Aged 6 
Months–4 Years 

~18,000 non-
pharmacy 

providers that 
have 

administered the 
5-11 vaccine

~4,000 
pharmacies that 
have expressed 

interest in 
administering 

vaccine to 
children <5 years

~85% of children 
<5 years live 

within 5 miles of a 
vaccine provider



Vaccination by Regular Health Care Provider in the Medical 
Home

▪ Doctors' offices are common locations for vaccination
– During the 2020-2021 flu season*:

• ~80% of children 6 months–4 years old were vaccinated in a doctor’s office
• ~4% of children 2–4 years old and <1% of children <2 years old were vaccinated in a 

pharmacy

▪ Well-patient visits are an opportunity for clinicians to provide recommended 
vaccines and:
– Conduct recommended screenings (such as development, autism, vision, iron 

deficiency, lead poisoning)
– Provide counseling on nutrition, injury prevention, and chronic disease 

management

*National Immunization Survey-Flu (NIS-Flu), 2020-21 Influenza Season

https://downloads.aap.org/AAP/PDF/periodicity_schedule.pdf


COVID-19 Vaccine Practices and Intention to Vaccinate Children Aged 

<5 Years Among Vaccines for Children (VFC) Providers*

All providers
N=2,246**

n (%)

Urban providers 
N=1,551

n (%)

Rural providers
N=678
n (%)

Have administered COVID-19 vaccine to 
children aged 5–17 years

1,915 (85%) 1,338 (86%) 562 (83%)

Intend to offer COVID-19 vaccine to children 
aged <5 years who are current patients

1,641 (73%) 1,175 (76%) 454 (67%)

Intend to offer COVID-19 vaccine to children 
aged <5 years who are not current patients

1,165 (52%) 760 (49%) 395 (58%)

*Unpublished CDC data from March 2022; 15,000 of approximately 38,000 VFC provider practices randomly selected and invited to 
complete an online survey during February 28–March 11, 2022 (response rate = 19%) 
**Limited to practices enrolled in the COVID-19 Vaccination Program. Urban/rural status could not be determined for some practices. 



How CDC is Supporting Health Departments, Clinicians, and 
Other Partners

▪ Operational Planning Guide 
– https://www.cdc.gov/vaccines/covid-19/downloads/Pediatric-Planning-

Guide.pdf

▪ Dear Colleague letter to VFC providers

▪ Vaccine confidence bootcamps (such as with childcare partners)

▪ Jurisdiction-specific maps of likely vaccine providers for children aged <5 years

▪ Resources to promote the COVID-19 vaccine for children and teens
– https://www.cdc.gov/vaccines/covid-19/planning/children/resources-

promote.html

https://www.cdc.gov/vaccines/covid-19/downloads/Pediatric-Planning-Guide.pdf
https://www.cdc.gov/vaccines/covid-19/planning/children/resources-promote.html


Communication Resources for Vaccine Providers & Partners

▪ Website on vaccinating children with 
disabilities 

▪ Updated quick conversation guide for 
talking with families

▪ Medscape commentary on routine 
pediatric and COVID-19 vaccination

▪ Customizable materials that align with key 
messages 

▪ Updated information for schools to 
include content for childcare partners 

https://www.cdc.gov/vaccines/covid-19/downloads/talking-
to-parents.pdf

https://www.cdc.gov/vaccines/covid-
19/planning/children/disabilities.html

https://www.cdc.gov/vaccines/covid-19/downloads/talking-to-parents.pdf
https://www.cdc.gov/vaccines/covid-19/planning/children/disabilities.html


Communicating with Parents and Caregivers

▪ Redesigned websites

• COVID-19 Vaccines for Children and Teens

• Frequently Asked Questions about COVID-
19 Vaccination in Children

• 6 Things to Know About COVID-
19 Vaccination for Children and Teens

▪ short videos in development

▪ New website content for COVID-19 
Vaccination for Children with Disabilities

▪ Culturally and linguistically appropriate 
materials including printable fact sheets
• Available in Amharic, Arabic, Chinese, English, French, 

Korean, Portuguese, Spanish, Vietnamese

Additional resources: www.cdc.gov/vaccines/covid-19/planning/children/resources-promote.html

https://www.cdc.gov/coronavirus/2019-ncov/vaccines/recommendations/adolescents.html
https://www.cdc.gov/coronavirus/2019-ncov/vaccines/faq-children.html
https://www.cdc.gov/vaccines/covid-19/planning/children/10-things-to-know.html
https://www.cdc.gov/coronavirus/2019-ncov/vaccines/children-teens-disabilities.html
https://www.cdc.gov/vaccines/covid-19/planning/children/resources-promote.html?CDC_AA_refVal=https%3A%2F%2Fwww.cdc.gov%2Fvaccines%2Fcovid-19%2Fhcp%2Fpediatrician.html
http://www.cdc.gov/vaccines/covid-19/planning/children/resources-promote.html


Vaccines.gov Planning

▪ Vaccines.gov enables the public to identify 
nearby providers with vaccine in stock, and 
enables providers to report COVID-19 
vaccine inventory

▪ For the <5-year rollout, the minimum age 
(months and years) of vaccination at the 
location will be displayed in search results
– Providers can report this data now
– Example screenshot on right



Self-knowledge Check: How is CDC is supporting health departments, 

clinicians, and other partners in vaccine planning for children 6 months–4 

years?

A. Operational Planning Guide 

B. Dear Colleague letter to VFC providers

C. Vaccine confidence bootcamps (such as with childcare partners)

D. Jurisdiction-specific maps of likely vaccine providers for children aged <5 
years

E. All of the above



Answer: How is CDC is supporting health departments, clinicians, and other 

partners in vaccine planning for children 6 months–4 years:

A. Operational Planning Guide 

B. Dear Colleague letter to VFC providers

C. Vaccine confidence bootcamps (such as with childcare partners)

D. Jurisdiction-specific maps of likely vaccine providers for children aged <5 
years

E. All of the above

Rationale: The goal to ensure all eligible children <5 years old (~20 million) 
have access and ability to get vaccinated.



For more information, contact CDC
1-800-CDC-INFO (232-4636)
TTY:  1-888-232-6348    www.cdc.gov

The findings and conclusions in this report are those of the authors and do not necessarily represent the 
official position of the Centers for Disease Control and Prevention.

Thank you!
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Smartphone-based safety monitoring for COVID-19 vaccines

• A parent must be registered with v-safe in order 
to add a child to their account

• If a parent is already registered, they can access 
their account to add a child

• To register or access your account go to 
https://vsafe.cdc.gov/en/

v-safe is a CDC smartphone-based monitoring program for COVID-19 vaccine safety in the U.S.

https://vsafe.cdc.gov/en/


v-safe uses text messages and web surveys to check in

• Parents complete surveys on behalf of their child

• Surveys solicit how the child feels after COVID-19 vaccination

• Local injection site reactions (i.e., pain, redness, swelling)

• Systemic reactions (i.e., fatigue, headache, joint pain)

• Health impacts (unable to perform normal daily activities, missed 
school or work, or received care) 

• Surveys have specific questions for young, non-verbal children



Promoting v-safe in practice– we need help!

How:

• Direct patients to https://vsafe.cdc.gov/en/
• Ideally this should occur before vaccination

• Provide v-safe information sheet to patients

• Display posters about v-safe 

https://www.cdc.gov/coronavirus/2019ncov/vaccines/safety/vsafe/printresources.html

https://vsafe.cdc.gov/en/
https://www.cdc.gov/coronavirus/2019ncov/vaccines/safety/vsafe/printresources.html


Self knowledge check: True or False? A parent or guardian must be 
registered with v-safe in order to add a child to their account.

A. True

B. False



Answer: True or False? A parent or guardian must be registered 
with v-safe in order to add a child to their account.

A. True

B. False

Rationale: To complete v-safe health surveys on behalf of a child, a 
parent or guardian must be registered with v-safe. Children aged 15 
years and younger must be registered by a parent or guardian. To 
register or access your account go to https://vsafe.cdc.gov/en/. 

https://vsafe.cdc.gov/en/


+ co-managed by
CDC and FDA

Vaccine Adverse Event 
Reporting System

http://vaers.hhs.gov

VAERS is the nation’s early warning system for vaccine safety

95

http://vaers.hhs.gov/


http://vaers.hhs.gov
96

http://vaers.hhs.gov/


https://vaers.hhs.gov/esub/index.jsp

97

https://vaers.hhs.gov/esub/index.jsp


Self knowledge check: A VAERS report may be submitted by:

A. Healthcare provider

B. Vaccine manufacturer

C. Member of the public

D. All of the above



Answer: A VAERS report may be submitted by:

A. Healthcare provider

B. Vaccine manufacturer

C. Member of the public

D. All of the above

Rationale: Anyone can submit a VAERS report regardless of the 
plausibility of the vaccine causing the event or the clinical seriousness 
of the event.



▪ Using the Zoom Webinar System

– Click on the “Q&A” button

– Type your question in the “Q&A” box

– Submit your question

▪ If you are a patient, please refer your question to your healthcare provider.

▪ If you are a member of the media, please direct your questions to CDC Media 
Relations at 404-639-3286 or email media@cdc.gov

To Ask a Question

mailto:media@cdc.gov


▪ All continuing education for COCA Calls is issued online through the CDC Training & Continuing 
Education Online system at https://tceols.cdc.gov/.

▪ Those who participate in today’s COCA Call and wish to receive continuing education please 
complete the online evaluation by July 25, 2022, with the course code WC4520-062222. The 
access code is COCA062222. 

▪ Those who will participate in the on-demand activity and wish to receive continuing education 
should complete the online evaluation between July 26, 2022, and July 26, 2024, and use 
course code WD4520-062222. The access code is COCA062222.

▪ Continuing education certificates can be printed immediately upon completion of your online 
evaluation. A cumulative transcript of all CDC/ATSDR CEs obtained through the CDC Training & 
Continuing Education Online System will be maintained for each user. 

Continuing Education

https://tceols.cdc.gov/


▪ When:  A few hours after the live call ends*

▪ What:  Video recording

▪ Where:  On the COCA Call webpage 
https://emergency.cdc.gov/coca/calls/2022/callinfo_062222.asp

*A transcript and closed-captioned video will be available shortly after the original video recording posts at the 
above link. 

Today’s COCA Call Will Be Available to View On-Demand



▪ Continue to visit https://emergency.cdc.gov/coca/ to get more details about 
upcoming COCA Calls, as COCA intends to host more COCA Calls to keep you 
informed of the latest guidance and updates on COVID-19. 

▪ Subscribe to receive notifications about upcoming COCA calls and other COCA   
products and services at emergency.cdc.gov/coca/subscribe.asp.

▪ Share call announcements with colleagues.

Upcoming COCA Calls & Additional COVID-19 Resources

https://emergency.cdc.gov/coca/
https://www.emergency.cdc.gov/coca/subscribe.asp


Join Us on Facebook

Facebook.com/CDCClinicianOutreachandCommunicationActivity
Facebook.com/CDCClinicianOutreachandCommunicationActivity


Thank you for joining us today! 

emergency.cdc.gov/coca 

http://emergency.cdc.gov/coca

