Study Overview

* Phase 2/3 Study

* 2 Parts:
— Part 1: open label, dose determining; n=750

— Part 2 is blinded; n=6000, 3:1 (mRNA 1273:placebo)
randomization mRNA 1273 dose used per cohort in Part 2
is determined by Part 1

* To decrease the amount of blood draws for each individual
participant, the 3 age cohorts in Part 2 will be sub divided into
four sub cohorts (A, B, C, D) with alternating blood sampling days

* Three age cohorts:
— 6 yearsto < 12 years
— 2 years to < 6 years
— 6 months to < 2 years



Part 1-Open Label

Age Cohort mRNA 1273 Dose N= IST Result of IST Interim Analysis Result of 1A
6 years to <12 years | Arm 1-50 mcg 75 Day 8 Determine dose Interim analysis Dose selection (50
escalation to 100 mcg | when all 150 or 100 mcg) and
(Arm 2) and age de- subjects reach Day | expansion to Part
escalation (Arm 3) 57 2
Day 36 Allows 2" dose for
*data collected on Arm 2 and 3
Arm 2 subjects who
Arm 2-100 mcg 75 receive dose 1 at the
time of Arm 1 D36 IST
will be included in
this IST
2 yearsto<6years | Arm 3-50 mcg 75 Day 8 Determine dose Interim analysis Dose selection (50
escalation to 100 mcg | when all 150 or 100 mcg) and
Day 36 (Arm 3) and (Arm 4) and age de- subjects reach Day | expansion to Part
pre-2" dose for Arm escalation (Arm 5) 57 2
Arm 4-100 mcg 75 4 Allows 2" dosing for
Arms 4 and 5
6 months to < 2 Arm 5-25 mcg 150 Day 8 Allows for dose Interim analysis Dose selection (25,
years escalation to 50 mcg | when all 450 50 or 100 mcg)
(Arm 6) subjects reach Day | and expansion to
Day 36 Allows for 2" dose of | 57 Part 2
Arm 6
Arm 6-50 mcg 150 Day 8 Allows for dose
escalation to 100 mcg
(Arm 7)
Day 36 Allows for 2" dose of
*data collected on Arm 7
Arm 7 subjects who
Arm 7-100 mcg 150 receive dose 1 at the
time of Arm 6 D36 IST
will be included in
this IST




How Can the CPCMG Primary Care

Teams Help?

Help to identify and recruit “good” candidates for
enrollment with a goal of both diversity and
compliance to complete the trial. Exclude if
known previous Covid infection

Spread the word!

Reassure families regarding vaccine safety and
importance of the study for emerging from the
pandemic

Coordinate vaccine schedule timing (especially for
6m-2y children)

Reporting any adverse events (AEs) immediately
to the study site



