DEPARTMENT OF ' Lisa Sherych
° - Administrator
HEALTH AND HUMAN SERVICES Dw C

) lhsan Azzam,

Steve Sisolak
Governor

Richard Whitley, MS

Director DIVISION OF PUBLIC AND BEHAVIORAL HEALTH \r Ph.D, M.D.
Helping people. It’s who we are and what we do. Chief Medical Officer
Technical Bulletin
Date: July 7, 2022
Topic: Moderna COVID-19 Vaccine Approved for Children and Adolescents 6 — 17 years
Contact: Jessica Lamb, RN, Nevada State Immunization Program
To: All Health Care Providers and Facilities; Pharmacists; Local Health Authorities
Background:

On June 14, 2022, the Vaccines and Related Biological Products Advisory Committee (VRBPAC) voted to recommend the
authorization and use of the Moderna mRNA COVID-19 vaccine, for children and adolescents 6-17 years old, under their
Emergency Use Authorization (EUA). On June 17, 2022, the U.S. Food and Drug Administration (FDA) authorized to
amend the current EUA in place that allows the emergency use of the Moderna mRNA COVID-19 Vaccine for children
and adolescents ages 6-17 years old to aid in the prevention of COVID-19.

On June 23, 2022, with the evidence presented on day two of the two-day Advisory Committee on Immunization
Practices (ACIP) meeting, the committee voted unanimously to recommend a two-dose Moderna COVID-19 vaccine
series for children ages 6-11 years and 12-17 years, under the EUA issued by FDA.

The Western States Scientific Safety Review Workgroup discussed data presented at the June 23, 2022, ACIP meeting
and concluded, “... expanding the number of COVID-19 vaccines available for use in children and adolescents 6-17 years
of age will allow them to more safely engage in educational and other activities important to their health and
development; give parents a means of further protecting their children; and contribute to control of the COVID-19
pandemic in our states.” The Workgroup strongly urges that states, “... make every effort to reduce or eliminate
disparities in the availability and uptake of COVID-19 vaccines in children and adolescents,” and notes this vaccine’s
efficacy in the pre-Omicron era against symptomatic COVID-19 disease in these age groups. Therefore, the Workgroup
supports the use of the Moderna COVID-19 vaccine under EUA as a two-dose primary series.

This technical bulletin summarizes the recent Moderna mRNA COVID-19 Vaccine eligibility recommended for children
and adolescents ages 6-17 years old.

Those children and teens eligible to receive the recommended two-dose Moderna mRNA COVID-19 Vaccine primary
series include:

e Any child ages 6 years to 11 years of age
o Dose interval: first dose administered on day zero, second dose administered 4-8 weeks after the first
dose to complete the primary series
o Dose amount: 0.5mL/50 mcg each dose, to be administered intramuscularly
o A third primary series dose is approved for those children who have been determined to have certain
kinds of immunocompromise. This third dose should be administered 28 days (4 weeks) after the second
dose to complete the primary series.
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https://www.fda.gov/advisory-committees/advisory-committee-calendar/vaccines-and-related-biological-products-advisory-committee-june-14-15-2022-meeting-announcement
https://www.fda.gov/news-events/press-announcements/coronavirus-covid-19-update-fda-authorizes-moderna-and-pfizer-biontech-covid-19-vaccines-children
https://www.fda.gov/media/144636/download
https://www.fda.gov/emergency-preparedness-and-response/coronavirus-disease-2019-covid-19/spikevax-and-moderna-covid-19-vaccine
https://www.cdc.gov/vaccines/acip/meetings/downloads/slides-2022-06-22-23/06-COVID-Oliver-508.pdf
https://www.cdc.gov/vaccines/acip/index.html
https://www.cdc.gov/vaccines/acip/index.html
https://www.cdc.gov/coronavirus/2019-ncov/vaccines/recommendations/immuno.html
https://www.cdc.gov/coronavirus/2019-ncov/vaccines/recommendations/immuno.html

e Any child/adolescent ages 12 years to 17 years of age
o Dose interval: first dose administered on day 0, second dose administered 4-8 weeks after the first dose
to complete the primary series
o Dose amount: 0.5mL/100 mcg each dose, to be administered intramuscularly
o A third primary series dose is approved for those children who have been determined to have certain
kinds of immunocompromise. This third dose should be administered 28 days (4 weeks) after the second
dose to complete the primary series.

Moderna Immunization Schedule for Children 6 Months through 17 Years of Age

e e Those Who ARE Moderately or
Recipient [ Severely Immunocompromised
Age

Doses Interval Between Doses'+ Doses Interval Between Doses™

Mot eeng A Total doses: 2 doses Total doses: 3 doses
(B.Il;'e vial cap through Dose 1to 2 At least 4 weeks
‘l;""tdmadg?néa'l 5 years Dose 1to 2 At least 4-8 weeks*

ordered label) Dose 2to 3 At least 4 weeks
Moderna Total doses: 2 doses Total doses: 3 doses
(Blue vial cap 6 through

. Dose 1to 2 At least 4 weeks
with purple- 11 years Dose 1to 2 At least 4-8 weeks*
bordered label Dose 2to 3 At least 4 weeks
Moderna 12 Total doses: 2 doses Total doses: 3 doses
(R.G:ﬁ ;'Ial r:ap through Dose 1to 2 At least 4 weeks
\t:” - u§| bel) | 17 years Dose 1to 2 At least 4-8 weeks*

ordered label) Dose 2to 3 At least 4 weeks

*Complete the primary series with same product. If the vaccine product previously administered cannot be determined or is no longer available, any age-appropriate
mRNA COVID-19 vaccine product may be administered at least 28 days after the first dose. Any COVID-19 vaccine product (age appropriate) may be administered for
a booster dose. It does not need to be the same product used for the primary series.

T Persons with a recent SARS-CoV-2 infection may consider delaying a primary series or booster dose by 3 months from symptom onset or

positive test (if infection was asymptomatic).

F Some studies in adolescents and adults have shown the small risk of myocarditis associated with mRNA COVID-19 vaccines might be reduced and peak antibody
responses and vaccine effectiveness may be increased with an interval longer than 4 weeks. An 8-week interval may be optimal for people who are not moderately or
severely immunocompromised and ages 6 months—64 years.

The FDA evaluated and analyzed the effectiveness and safety data for the Moderna mRNA COVID-19 Vaccine through a
rigorous and comprehensive evaluation process. This evaluation was used to support the EUA amendment for these
pediatric populations. Effectiveness and safety data were generated in two ongoing, randomized, blinded, placebo-
controlled clinical trials in the United States and Canada which enrolled children and adolescents between 6-17 years. To
ensure ongoing safety monitoring, the FDA and the Centers for Disease Control and Prevention (CDC) have several
systems in place to continually monitor COVID-19 vaccine safety and allow for the timely detection and investigation of
potential safety concerns.

Moderna’s Vaccine Information Fact Sheets for the following ages have now been updated, in addition to a
comprehensive wall chart. Below you will find additional information and resources for:

e Any Recipients and/or Caregivers and Healthcare Providers for those individuals ages 6 years to 11 years of age,
in addition to a Letter to Healthcare Providers which includes important prescribing information.
e Any Recipients and/or Caregivers and Healthcare Providers for those individuals ages 12 years to 17 years of age
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https://www.cdc.gov/coronavirus/2019-ncov/vaccines/recommendations/immuno.html
https://www.cdc.gov/coronavirus/2019-ncov/vaccines/recommendations/immuno.html
https://www.cdc.gov/vaccines/covid-19/downloads/COVID-19-immunization-schedule-ages-6months-older.pdf
https://www.cdc.gov/coronavirus/2019-ncov/vaccines/recommendations/children-teens.html
https://www.fda.gov/emergency-preparedness-and-response/coronavirus-disease-2019-covid-19/spikevax-and-moderna-covid-19-vaccine
https://www.fda.gov/media/159306/download
https://www.fda.gov/media/159310/download
https://www.fda.gov/media/159308/download
https://www.fda.gov/media/159305/download
https://www.fda.gov/media/144638/download
https://www.fda.gov/media/157233/download
https://www.cdc.gov/vaccines/covid-19/downloads/COVID-19-immunization-schedule-ages-6months-older.pdf

MODERNA COVID-19 VACCINE PRESENTATIONS

6 years through 11 years

6 years through 11 years
(Primary Series)

6 months through 5 years

(Primary Series) 4 18 years and older
(Booster Dose)

Age Group

Dark Blue Red

Vial Cap Color Dark Blue
Vial Label Border MAGENTA PURPLE LIGHT BLUE
[ [t
Moderna ¢ " Moderna H
I COVID-19 £ COVID-19  §
Vial Image \ ne vg'::cine i

T 2.5 L Multi-Dose Vil

W Booster Dose: 0.5 ml L
Primary Dose
Vit 0.25mL 0.5mL W
Booster Dose 0.5 mL 0.25 mL

Volume

For storage and
expiry information,
see FDA-authorized
Fact Sheet or scan

QR code.
wwvg.moderngtx.comf www_'.moderngtx.comf e
covid19vaccine-eua covid19vaccine-eua . 5
covid19vaccine-eua

www.modernatx.com/
covid19vaccine-eua

** Please note that the dark blue cap with the teal border vial is not currently available from the manufacturer. It is expected to be available at some point in
the future. For now, please use the dark blue cap with a purple border vial for primary series doses for 6-11 years.

It is important to note the primary goal of the COVID-19 vaccine response should continue to be COVID-19 vaccine
administration to the unvaccinated. COVID-19 vaccines may be co-administered with other routine age-appropriate
vaccines at the same visit. The Nevada Department of Health and Human Services is encouraging families to speak with a
health care provider about vaccination and COVID-19 vaccines. Families may be referred to NVCOVIDFighter.org or 800-
401-0946 for more information on vaccine access and other COVID-19 resources.

Questions:
For updated guidance, please review the DPBH Technical Bulletin web page and the Nevada Health Response

website regularly. Email questions to dpbhcovid19vax@health.nv.gov.
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https://www.cdc.gov/vaccines/hcp/admin/administer-vaccines.html
https://www.nvcovidfighter.org/
http://dpbh.nv.gov/Resources/Technical_Bulletins-New/
https://nvhealthresponse.nv.gov/
https://nvhealthresponse.nv.gov/
mailto:dpbhcovid19vax@health.nv.gov
https://www.fda.gov/media/159306/download

