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FDA approves first COVID-19 vaccine

Abproval sigmifies key achievement for public health

The LI% Food and Drug Administration
approved the first COWID- |9 vaccine,
The vaccine bas been known as the
Fizer-BioMTech COWID-19 Yaccine,
and will now be marketed as Comir-
maty, for the prevention of COYID-19
dsease in individuals |6 years of age
and older,

The vaccine continues to be avail-
gble under emergency use authoriza-
fon (ELIA), including for individuals
12 through |5 years of age and for the
administration of 2 third dose in certain
immunocompromised individuals,

“The FDA's approval of this vaccine
is 2 milestone a5 we continue to battle
the COVID-19 pandemic, While this
and other vaccines have met the FOA's
rigowrous scentific standards for emer-
Eency use authorization, as the first
FOA-approved COVID- 19 vaccine, the
public can be very confidant that this
vacrcine meets the high standards for
safety effectivensass, and manufacturing
quality the FOA requires of anapproved
product;’ said Acting FOA Commis-
goner |Janetyyoodoock, W hile millicns
of people have already safely recaived
COYID- 12 vaccines we recognize that
for some, the FD# approval of 2 vaccine
iy novy instill additioral confidence o
get vaccinated Today's milestone puts
usone step closer toaftering the course
of this pandemic in the LLE"

Since || December 2020 the Pfizer
BioMTech COWID - 1 ¥vaccine has been
failable under ELIA in individuals 16

years of ape and older and the authori-
zation was expanded to include those
I2 through 15 years of age on 10 May
021, ELIAs can be used by the FDA
during public health emergencies to
provideaccess to medical products that
may be effective in preventing, dizgnos-
ing o treating 2 disease, provided that
the FOA determines that the known
and potential benefits of 2 product,
when used to prevent, diggnose or treat
the disease, outweigh the known and
potentil risks of the product,

DA -approwed vaccines undergo the
apency's standard process for reviewing
the quality, safety and effectivenass of
medical products, For all vaccines, the
DA evaluates data and information
included in the ma nufacturerd submis-
sion of 2 biclogics license application
(BLA)ABLA is 2 comprehensive docu-
ment that is submitted to the apency
providing very specific requirenients,
For Comirmaty, the BLA builds on the
etensive data and information previ-
ously submitted that supported the
ELIA, such as preclinical and clinical
data and information as well as details
of the manufacturing process, vaccine
testing results to ensure vaccine quality,
and inspecticns of the sites where the
vaccineis made Theagency conducts its
ovn analyses of the information in the
BLA o makesure the vaccine is safe and
effectiveandmeets theFDA's standards
i approvval,

Comirmaty contains mess anger R A

mRMAY 2 kind of ganetic material, The
mRIA is used by the body to make a
mimic of one of the proteins in the wi-
rus that causes COVID- 19 The result
ofa person receiving this vaccine is that
their immune system will ultimatety re-
act defensively to the virus that causes
COWID-12.The mRMNA in Comirnaty is
onfy present inthe body fora shorttime
and is not incorporated into - nor does
talter - anindividual's genetic material,
Comirmaty has the same formulationas
the ELIA vaccine and is administerad as
aseries of two dosesthres weeks apart.

“Our scientific and medical ex-
perts conducted an incredibly thor-
ough and thoughtful evaluation of
this vaccine, Wye evaluated scientific
cata and information included in
Fundreds of thousands of pages, con-
ducted our own analyses of Comir-
raty's safety and effectiveness, and
performed 2 detailed assessment of
the manufacturing processes, includ-
ing inspections of the manufacturing
facilities! said Peter Marks, director
of FDA's Center for Biclogics Evalu-
aticn and Research, “Yye have not
lost sight that the COVID-12 public
health crisis continues in the USand
that the public is counting on safe
and effective vaccines, The public
and medical community can be con-
fidentthatalthough weapproved this
raccine expeditiously, it was fully in
keeping with cur existing high stan-
dards for vaccines in the LIS




