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Coronavirus (COVID-19) Update: Louisiana Department of Health Adopts FDA
and CDC Guidance to Immediately Expand Eligibility for Pfizer-BioNTech
COVID-19 Vaccine in Adolescents Ages 12 -15.

The Louisiana Department of Health today announces it will begin administering the
Pfizer COVID-19 vaccine to children ages 12-15. This is following the decision by the
Advisory Committee on Immunization Practices (ACIP) to recommend to the Centers for
Disease Control and Prevention (CDC) and the Food and Drug Administration (FDA)
that the Pfizer vaccine be made available to administer to children ages 12-15 years. The
vaccine is safe and effective in preventing COVID-19. The FDA amended the EUA
originally issued on Dec.11, 2020 for administration in individuals 16 years of age and
older.

This guidance goes into effect now. Vaccine providers should begin scheduling and
administering the Pfizer COVID-19 vaccine to this newly eligible age group

immediately.

For a person younger than age 18 in Louisiana, verbal or signed parental consent is
needed to be vaccinated. If parents or guardians cannot be present in-person they may
send a signed consent form with their child. The Louisiana Department of Health has
developed a sample consent form that can be found on its website at:
https://Idh.la.gov/covidvaccine/.

“The FDA’s expansion of the emergency use authorization for the Pfizer-BioNTech
COVID-19 Vaccine to include adolescents 12 through 15 years of age is a significant step
in the fight against the COVID-19 pandemic,” said Acting FDA Commissioner Janet
Woodcock, M.D. “Today’s action allows for a younger population to be protected from
COVID-19, bringing us closer to returning to a sense of normalcy and to ending the
pandemic. Parents and guardians can rest assured that the agency undertook a rigorous
and thorough review of all available data, as we have with all of our COVID-19 vaccine
emergency use authorizations.”
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From March 1, 2020 through April 30, 2021, approximately 1.5 million COVID-19 cases
in individuals 11 to 17 years of age have been reported to the Centers for Disease Control
and Prevention (CDC). Children and adolescents generally have a milder COVID-19
disease course as compared to adults. The Pfizer-BioNTech COVID-19 Vaccine is
administered as a series of two doses, three weeks apart, the same dosage and dosing
regimen for adolescents 16 years of age and older.

The FDA has determined that Pfizer-BioNTech COVID-19 Vaccine has met the statutory
criteria to amend the EUA, and that the known and potential benefits of this vaccine in
individuals 12 years of age and older outweigh the known and potential risks, supporting
the vaccine’s use in this population.

“Having a vaccine authorized for a younger population is a critical step in continuing to
lessen the immense public health burden caused by the COVID-19 pandemic,” said Peter
Marks, M.D., Ph.D., director of the FDA’s Center for Biologics Evaluation and Research.
“With science guiding our evaluation and decision-making process, the FDA can assure
the public and medical community that the available data meet our rigorous standards to
support the emergency use of this vaccine in the adolescent population 12 years of age
and older.”

The FDA has updated the Fact Sheets for Healthcare Providers Administering the
Vaccine (Vaccination Providers) and for Recipients and Caregivers with information to
reflect the use of the vaccine in the adolescent population, including the benefits and risks
of the Pfizer-BioNTech COVID-19 Vaccine.

The EUA amendment for the Pfizer-BioNTech COVID-19 Vaccine was issued to Pfizer
Inc. The issuance of an EUA is not an FDA approval (licensure) of a vaccine. The EUA
will be effective until the declaration that circumstances exist justifying the authorization
of the emergency use of drugs and biologics for prevention and treatment of COVID-19
is terminated, and may be revised or revoked if it is determined the EUA no longer meets
the statutory criteria for issuance or to protect public health or safety.

FDA Evaluation of Available Safety Data

The available safety data to support the EUA in adolescents down to 12 years of age,
include 2,260 participants ages 12 through 15 years old enrolled in an ongoing
randomized, placebo-controlled clinical trial in the United States. Of these, 1,131
adolescent participants received the vaccine and 1,129 received a saline placebo. More
than half of the participants were followed for safety for at least two months following
the second dose.

The most commonly reported side effects in the adolescent clinical trial participants,
which typically lasted 1-3 days, were pain at the injection site, tiredness, headache, chills,
muscle pain, fever and joint pain. With the exception of pain at the injection site, more
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adolescents reported these side effects after the second dose than after the first dose, so it
Is important for vaccination providers and recipients to expect that there may be some
side effects after either dose, but even more so after the second dose. The side effects in
adolescents were consistent with those reported in clinical trial participants 16 years of
age and older. It is important to note that as a general matter, while some individuals
experience side effects following any vaccination, not every individual’s experience will
be the same and some people may not experience side effects.

The Pfizer-BioNTech COVID-19 Vaccine should not be given to anyone with a known
history of a severe allergic reaction, including anaphylaxis—to any component of the
vaccine. Since its authorization for emergency use, rare severe allergic reactions,
including anaphylaxis, have been reported following administration of the Pfizer-
BioNTech COVID-19 Vaccine in some recipients.

FDA Evaluation of Available Effectiveness Data

The effectiveness data to support the EUA in adolescents down to 12 years of age is
based on immunogenicity and an analysis of COVID-19 cases. The immune response to
the vaccine in 190 participants, 12 through 15 years of age, was compared to the immune
response of 170 participants, 16 through 25 years of age. In this analysis, the immune
response of adolescents was non-inferior to (at least as good as) the immune response of
the older participants. An analysis of cases of COVID-19 occurring among participants,
12 through 15 years of age, seven days after the second dose was also conducted. In this
analysis, among participants without evidence of prior infection with SARS-CoV-2, no
cases of COVID-19 occurred among 1,005 vaccine recipients and 16 cases of COVID-19
occurred among 978 placebo recipients; the vaccine was 100% effective in preventing
COVID-19. At this time, there are limited data to address whether the vaccine can
prevent transmission of the virus from person to person. In addition, at this time, data are
not available to determine how long the vaccine will provide protection.

Ongoing Safety Monitoring

As part of the original EUA request, Pfizer Inc. submitted a plan to continue monitoring
the safety of the vaccine as it is used under EUA. This plan has been updated to include
the newly authorized adolescent population, and includes longer-term safety follow-up
for participants enrolled in ongoing clinical trials, as well as other activities aimed at
monitoring the safety of the Pfizer-BioNTech COVID-19 vaccine and ensuring that any
safety concerns are identified and evaluated in a timely manner.

It is mandatory for Pfizer Inc. and vaccination providers to report the following to the
Vaccine Adverse Event Reporting System for Pfizer-BioNTech COVID-19 Vaccine: all
vaccine administration errors, serious adverse events, cases of Multisystem Inflammatory
Syndrome and cases of COVID-19 that result in hospitalization or death.
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Related Information

o Pfizer-BioNTech COVID-19 Vaccine EUA Letter of Authorization

o Pfizer-BioNTech COVID-19 Vaccine EUA Fact Sheet for Healthcare Providers
Administering the VVaccine (\Vaccination Providers)

o Pfizer-BioNTech COVID-19 Vaccine EUA Fact Sheet for Recipients and
Careqivers

Additionally, on Thursday May 13 the CDC will update all webpages which will include
a pediatrician toolkit: https://www.cdc.gov/coronavirus/2019-ncov/vaccines/index.html.
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