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Disclosures
• No one in a position to control the education content of the 

activity has any relevant financial disclosures with 
ineligible  companies to disclose. 

• What gets said here today may change based on new data 
and recommendations
– Knowledge is shared more rapidly through ECHO



Agenda

• Pfizer vaccine for kids under 6 months - <5 years old
• Moderna vaccine for 6 months – 17 years
• Cases
• Q & A



The Case for Vaccination of 6 M – 5Y
• Severe COVID-19 occurs in children <5 years of age

• As of May 2022, 45,000 hospitalizations (24% require ICU) and 475 deaths
• Roughly 50% of these hospitalizations were likely due to Omicron
• Burden comparable to influenza –for which children are routinely immunized

• Severe COVID-19 outcomes are unpredictable and can occur in healthy 
children

• 64% of hospitalizations in children <5 years occur in those without comorbidities

• COVID-19 can cause additional long-term sequelae in children
• 3–6% of children report continued symptoms for >12 weeks

• Pandemic adversely impacts developmental and psychosocial well-being

Gruber W. FDA meeting materials. https://www.fda.gov/advisory-committees/advisory-
committee-calendar/vaccines-and-related-biological-products-advisory-committee-june-
14-15-2022-meeting-announcement#event-materials



Demographics of Most Recent Vaccine Studies are Not Ideal 
If Looking for Data for People of Color

• Black
• Pfizer 2y-<5y: 94
• Pfizer 6m-<2y: 42
• Moderna 12y-17y: 75
• Moderna 6y-11y: 300
• Moderna 2y-5y: 152
• Moderna 6m-23m: 53

• Hispanic
• Pfizer 2y-<5y: 264
• Pfizer 6m-<2y: 161
• Moderna 12y-17y: 273
• Moderna 6y-11y: 571
• Moderna 2y-5y: 424
• Moderna 6m-23m: 229

• White
• Pfizer 2y- <5y: 1469
• Pfizer 6m-<2y: 922
• Moderna 12y-17y: 2088
• Moderna 6y-11y: 1955
• Moderna 2y-5y: 2304
• Moderna 6m-23m: 1391

FDA meeting materials. https://www.fda.gov/advisory-committees/advisory-committee-
calendar/vaccines-and-related-biological-products-advisory-committee-june-14-15-2022-
meeting-announcement#event-materials

• For both Pfizer and Moderna, the number of Black and to lesser extent Hispanic 
participants is small in these studies



Pfizer for 6m to <5 Years



Pfizer Dosing Age 6 Months to <5 Years

Gruber W. FDA meeting materials. https://www.fda.gov/advisory-committees/advisory-
committee-calendar/vaccines-and-related-biological-products-advisory-committee-june-
14-15-2022-meeting-announcement#event-materials

3 microgram dosing



Pfizer Local Reactions: Age 2 Years to <5 Years

Gruber W. FDA meeting materials. https://www.fda.gov/advisory-committees/advisory-
committee-calendar/vaccines-and-related-biological-products-advisory-committee-june-
14-15-2022-meeting-announcement#event-materials

Dose 1: N=2734 Dose 2: N=2657 Dose 3: N=814



Pfizer Systemic Reactions: Age 2 Years to <5 Years

Gruber W. FDA meeting materials. https://www.fda.gov/advisory-committees/advisory-
committee-calendar/vaccines-and-related-biological-products-advisory-committee-june-
14-15-2022-meeting-announcement#event-materials

N=2734

N=2657

N=814



Pfizer Adverse Events: Age 2 Years to <5 Years

Gruber W. FDA meeting materials. https://www.fda.gov/advisory-committees/advisory-
committee-calendar/vaccines-and-related-biological-products-advisory-committee-june-
14-15-2022-meeting-announcement#event-materials



Pfizer Local Reactions: Age 6 M to <2 Years

Gruber W. FDA meeting materials. https://www.fda.gov/advisory-committees/advisory-
committee-calendar/vaccines-and-related-biological-products-advisory-committee-june-
14-15-2022-meeting-announcement#event-materials

N=1768; Dose 2: N=1738; Dose 3: N=535



Pfizer Systemic Reactions: Age 6 M to <2 Years

Gruber W. FDA meeting materials. https://www.fda.gov/advisory-committees/advisory-
committee-calendar/vaccines-and-related-biological-products-advisory-committee-june-
14-15-2022-meeting-announcement#event-materials

Dose 1: N=1768; Dose 2: 
N=1738; Dose 3: N=535



Pfizer Adverse Events: Age 6 M to <2 Years

Gruber W. FDA meeting materials. https://www.fda.gov/advisory-committees/advisory-
committee-calendar/vaccines-and-related-biological-products-advisory-committee-june-
14-15-2022-meeting-announcement#event-materials



Gruber W. FDA meeting materials. https://www.fda.gov/advisory-committees/advisory-
committee-calendar/vaccines-and-related-biological-products-advisory-committee-june-
14-15-2022-meeting-announcement#event-materials



Neutralizing AB Response Post 2nd and 3rd Dose by Variant

Gruber W. FDA meeting materials. https://www.fda.gov/advisory-committees/advisory-
committee-calendar/vaccines-and-related-biological-products-advisory-committee-june-
14-15-2022-meeting-announcement#event-materials

The confidence intervals are very wide (2-sided 95% CI: 13.9%, 96.7%) because based on a 
very low number of cases (3 cases in the vaccine group and 7 cases in the placebo group)



Age Indications 5 through 11 years 12 years and older 6 months through 4 years

Formulation
Primary Series and 

Booster Dose
Primary Series and 

Booster Dose Primary Series

Vial Cap Color/Label with Color 
Border ORANGE GRAY MAROON

Preparation Dilute Before Use
Do Not Dilute

Dilute Before Use
Amount of Diluent 
Needed per Viala 1.3 mL 2.2 mL

Dose Volume/Dose 0.2 mL/10 mcg 0.3 mL/30 mcg 0.2 mL/3 mcg
Doses per Vial 10 (after dilution) 6 10 (after dilution)

ULT Freezer 
(-90°C to -60°C) b 12 months 12 months 12 months

Freezer
(-25°C to -15°C) DO NOT STORE DO NOT STORE DO NOT STORE

Refrigerator
(2°C to 8°C) 10 weeks 10 weeks 10 weeks

Room Temperature 
(8°C to 25°C)

including any thaw time

12 hours prior to first 
puncture

12 hours prior to first 
puncture 12 hours prior to first puncture

After First Puncture
(2°C to 25°C) Discard after 12 hours Discard after 12 hours Discard after 12 hours

a Diluent: Sterile 0.9% Sodium Chloride Injection, USP. Do not use bacteriostatic 0.9% Sodium Chloride Injection or any other diluent.
b Regardless of storage condition, vaccines should not be used after 12 months from the date of manufacture printed on the vial and cartons.

Storage & Handling Pfizer 



Moderna Vaccine

?



Vinals C. FDA meeting materials. https://www.fda.gov/advisory-committees/advisory-
committee-calendar/vaccines-and-related-biological-products-advisory-committee-june-
14-15-2022-meeting-announcement#event-materials



Wisch R. FDA meeting materials. https://www.fda.gov/advisory-committees/advisory-
committee-calendar/vaccines-and-related-biological-products-advisory-committee-june-
14-15-2022-meeting-announcement#event-materials



Miller J. FDA meeting materials. https://www.fda.gov/advisory-committees/advisory-
committee-calendar/vaccines-and-related-biological-products-advisory-committee-june-
14-15-2022-meeting-announcement#event-materials



Miller J. FDA meeting materials. https://www.fda.gov/advisory-committees/advisory-
committee-calendar/vaccines-and-related-biological-products-advisory-committee-june-
14-15-2022-meeting-announcement#event-materials



Miller J. FDA meeting materials. https://www.fda.gov/advisory-committees/advisory-
committee-calendar/vaccines-and-related-biological-products-advisory-committee-june-
14-15-2022-meeting-announcement#event-materials

Efficacy data is pre-Omicron for this study



Miller J. FDA meeting materials. https://www.fda.gov/advisory-committees/advisory-
committee-calendar/vaccines-and-related-biological-products-advisory-committee-june-
14-15-2022-meeting-announcement#event-materials



Miller J. FDA meeting materials. https://www.fda.gov/advisory-committees/advisory-
committee-calendar/vaccines-and-related-biological-products-advisory-committee-june-
14-15-2022-meeting-announcement#event-materials



Miller J. FDA meeting materials. https://www.fda.gov/advisory-committees/advisory-
committee-calendar/vaccines-and-related-biological-products-advisory-committee-june-
14-15-2022-meeting-announcement#event-materials



Miller J. FDA meeting materials. https://www.fda.gov/advisory-committees/advisory-
committee-calendar/vaccines-and-related-biological-products-advisory-committee-june-
14-15-2022-meeting-announcement#event-materials



Efficacy data is pre-Omicron for this study

Miller J. FDA meeting materials. https://www.fda.gov/advisory-committees/advisory-
committee-calendar/vaccines-and-related-biological-products-advisory-committee-june-
14-15-2022-meeting-announcement#event-materials

Efficacy data is pre-Omicron for this study



Das R. FDA meeting materials. https://www.fda.gov/advisory-committees/advisory-
committee-calendar/vaccines-and-related-biological-products-advisory-committee-june-
14-15-2022-meeting-announcement#event-materials



Das R. FDA meeting materials. https://www.fda.gov/advisory-committees/advisory-
committee-calendar/vaccines-and-related-biological-products-advisory-committee-june-
14-15-2022-meeting-announcement#event-materials



Das R. FDA meeting materials. https://www.fda.gov/advisory-committees/advisory-
committee-calendar/vaccines-and-related-biological-products-advisory-committee-june-
14-15-2022-meeting-announcement#event-materials



Das R. FDA meeting materials. https://www.fda.gov/advisory-committees/advisory-
committee-calendar/vaccines-and-related-biological-products-advisory-committee-june-
14-15-2022-meeting-announcement#event-materials



Das R. FDA meeting materials. https://www.fda.gov/advisory-committees/advisory-
committee-calendar/vaccines-and-related-biological-products-advisory-committee-june-
14-15-2022-meeting-announcement#event-materials



Das R. FDA meeting materials. https://www.fda.gov/advisory-committees/advisory-
committee-calendar/vaccines-and-related-biological-products-advisory-committee-june-
14-15-2022-meeting-announcement#event-materials



Das R. FDA meeting materials. https://www.fda.gov/advisory-committees/advisory-
committee-calendar/vaccines-and-related-biological-products-advisory-committee-june-
14-15-2022-meeting-announcement#event-materials



Storage & Handling Moderna
Current Moderna Products Future Moderna Product(s)

Age Indications 18 years and older 18 years and older 6 months through 17 years

Formulation Primary Series and 
Booster Dose Booster Dose Primary Series Dose

Vial Cap Color/Label with 
Color Border

Red cap, blue label 
border
5.5 mL

Red cap, blue label 
border
7.5 mL

Blue cap, purple label 
border Blue cap, magenta label border 

Preparation Do Not Dilute Do Not Dilute Do Not Dilute

Dose Volume/Dose 0.5 mL/100 mcg primary
0.25 mL/50 mcg booster

0.5 mL/50 mcg 
booster

 6 m through 6 y: 0.25 mL/25 mcg

6 to 11 years: 0.50 mL/50 mcg
12 to 17 years 1.0 mL/100 mcg

Doses per Vial 11 max primary doses 
or 20 booster doses

15 max primary doses;
20 max primary and 

booster doses
5 booster doses

 6 months through 6 years: 10
6 to 11 years:
12 to 17 years

ULT Freezer 
(-90°C to -60°C) DO NOT STORE DO NOT STORE DO NOT STORE

Freezer
(-25°C to -15°C) a Until Expiration Until Expiration Until Expiration

Refrigerator
(2°C to 8°C) 30 Days 30 Days 30 Days

Room Temperature 
(8°C to 25°C)

including any thaw time
24 hours 24 hours 24 hours

After First Puncture
(2°C to 25°C) Discard after 12 hours Discard after 12 hours Discard after 12 hours

a Regardless of storage condition, vaccines should not be used after the expiration date.



3 Doses is Probably in the Future for All

• Omicron is significantly more transmissible than prior variants
• In adult populations, 2 doses of current mRNA COVID-19 vaccines do 

not adequately neutralize Omicron
• A 3rd dose increases breadth of coverage and can neutralize Omicron
• Real-world data show that a 3rd dose significantly improves protection 

against Omicron-related symptomatic disease and severe illness
• Admittedly we don’t know for how long the 3rd dose works to protect against 

symptoms and severe illness but at least 6 months is likely
• Likely kids will require 3 doses whether Pfizer or eventually Moderna

but for now Moderna is 2 doses



Cases



Questions?



Next Session: Tuesday, July 5th

For any questions, email us at 
pgower@peds.bsd.uchicago.edu 


