Answering Your Questions About

the New COVID-19 Vaccines

Do clinical trial results show whether
vaccines are effective? :

Yes. Clinical trials provide data and information about how
well a vaccine prevents an infectious disease and about how
safe it Is. The Food and Drug Administration (FDA) evaluates
these data, along with information from the manufaciurer,
0 asse@ss the safety and effectiveness of a vaccine. FDA then
decides whether to approve a vaccine or authorize it for
emergency use in the United States.

After a vaccine is alther approved or authorized for
ermergency use by FDA, more assessments are done before
a vaccine is recommended for public use. The goal of thess
assessiments is to undersiand more aboui the protection

a vaccine provides under real-world conditions, ouisidz of
dinical trials.

After COVID-19 vaccines are approved or authorized for
amergency use by FDA and recomimended for public use,
CDC will further assess their effectiveness, These real-
world assessments will compare groups of pecple who do
and domn't get vaccinated and pecple who do and don't
get COVID-19 to find out how well COVID-19 vaccines are
working to protact people,

Why would the effectiveness of vaccines be
different after the dlinical trials?

Many factors can affect a vaccine's effectiveness in real-world
sftuations. These factors can Include things such as how a
vaccine Is fransported and stored or even how paiients are
vaccinated. Yaccine effectiveness can also be affected by
differences in the underlying medical condiiions of people
vaccinated as compared to those vaccinated in the clinical
trials.

Assessments of vaccine effectiveness can also provide
important information about how wall a vaccine is working
In groups of people who were not included or were not well
reprasented in clinical trials,

How will experts evaluate the COVID-19

vaccines in real-world conditions?

Experts are working on mmany types of real-world studies io

determine vaccine effectiveness, and each uses a different

method: '

+ Case-control studies will include cases (people who have
the virus that causes COVID-19) and controls {pecple who
do not have the virus that causes COVID-19), People who
agree to participate in a case-control study will provide
information on whether they received a COVID-19 vaccine
or not. Bxperts will look to see if the cases were less likely
o have received the vaccine than controls, which would
show that the vaccine is working.

* A test-negative design study wil! enroll people who are
seeking medical care for symptoms that could be due
to COVID-19. In this special type of case-control study,
axperts will compare the COVID-19 vaccination status of
those who test positive (meaning they have COVID-19)
to those who tesi negative (meaning they do not have
COVID-19).
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- Cohort studies will follow people who have and haven't
had a COVID-19 vaccine for several months to see if

getting vaccinated protects them from getiing the disease.

This can be done in real time (prospectively) or by looking
bacic in time (retrospectively) using data that were already
collected, such as information in participants’ medical
records.

= Screening method assessimants loolk at vaccinaticn
status among a group of cases (for example, cases
detected through ongoing COVID-19 surveillance) and
compares those cases with vaccination coverage among
the overali population where those cases come from
(for example people from the same state). By comparing
coverage between these two groups, researchers can
get an early estimate of whether a vaccine is working as
expected.
Ecologic analysis assessments look at groups of people
- such as those in different gecgraphic locations or at -
different times - to find out how many were vaccinated
and how many were diagnosed with COVID-19, These
analyses may be hard to Interpret because the number of
COVID-19ilinesses has changad rapidly over time and in
different places.

COC witll use several rethods because they can all
contribute different information about how the vaccine is
working).

Will assessments determine if the vaccines

protect pecple from severe COVID-19 illness?
Yes, Severe illness from COVID-19 is defined as needing care
in a hospital or intensive care unit (ICW), needing to be ona
ventilator, or dying due to COVID-19.
Experts will assess how well COVID-19 vaccines protect
people against severe iliness using case-control studies
among hospltalized patients.
Experts alsc will use cohort siudies of electronic heaith
records o see if people hospitalized with COVID-19
received the vaccine or net,

Will assessrents determine if the vaccines
orotect people against mild iliness?

Yes, COC will use case-control studies to assess how well
COVID-1 9 vaccines protect people against less severe forms

of COVID-19 - for example, people with COVID-19 who need
to visit a doctor but don't need to be hospltalized.

Will assessments determine if the vaccines
protect people whao are ill with no symptoms
at all?

Yes, Sorne people can be infected with or“carry” the virus
that causes COVID-19, but they don't feel sick or have any
syrmptoms. Experts call this asympiomatic infection. i is

important to know whether COVID-19 vaccines.can help
lower the number of people who have asymptomatic

infection. People with asymptomatic infection can
unknowingly spread the virus to others,

A special type of cohort study will find out how effective

- the vaccine is when people are asymptomatic. Pecple who

agree to participate will be tested for COVID-19 every week
whether they have symptoms or not, Experts will then
compare the proportion of people with infecticn who were
vaccinated to the proportion of peopie with infection who
were nof vaccinated.

Who will be included in the real-warid
vaccine assessrments?

CDC is working to make sure real-world vaccine assessmenis
include diverse groups of people including the following:

Healthcare personne! and essential workers

Experts will rapidly assess vaccine effectiveness among
healthcare personnel working In hospitals, long term care/
skilled nursing facilities, o nursing homes In selected sites
across the Unitec! States. These assessments will show how
well COVID-19 vaccines protect healthcare personnel from
getting sick or having severe iliness. Assessments among
healthcare personnel and essential workers will also inform
how well COVID-19 vaccines protect them against getting
infected, regardless of whether they have sympioms or not.

Older adults and those living in nursing homes

The risk for severe illness from COVID-19 Increases with

age, so making sure these vaccines protect older aduits is
critical. People iiving in nursing homes and long-term care
facilities are at espedally high risk of getting COVID-19 and
severe disease, The Food and Drug Administration (FDA) and
the Centers for Medicare and Medicaid Services (CMS) will



use CMS Medicare billing data to assess COVID-19 vaccine
effectiveness among older adults, including those living

in nursing homes and long-term care facilities, These data
will iInciude Information about whether people received a
COVID-19 vaccine, whether they got sick with COVID-1 9,
and if they needed hospital care. This information will help
inform howr well the vaccine works in preventing COVID-19
and severe iliness among older adults.

Experts will also use data from CDC and CMS to conduct 2
case-control assessment, Experts will identify older adults
hospitalized for COVID-19 and older adults hospitalized for
other reasons. They will then compare how many cases and
conirols received a COVID-19 vacrine to estimate vaccine
offectivenass.

Peopie with underlying medical conditions

To better understand how well COVID-19 vaccines protact
people with underlying medical conditions who may e at
increased risk for severs illness. Experts are working to make
sure various real-world vaccine assessments will inciude
aduits with heart conditions, obesity, and diabetes. The

real-world vaccine effectiveness assessments will also collect

information about other underlying medical condiiions,
This Information will be used o beiter undersiand how well
COVID-19 vaccines protect people with underlying medical
conditions.

Peopie in racial and ethnic minority groups
Long-standing systemic health and sociai inequiiies have
put many people from racial and ethnic minotity groups at
increased risk of getting sick and dying from COVID-19, CDC
s working to ensure that reai-world assessments of vacd ne
effectiveness include diverse populations, such as people
from racial and ethnic minority groups disproportionately
affected by COVID-19.

O also Is working with the Indian Healih Service {IHS),
tribal naticns, and other partners to ensure that these regk
world assessments include American Indian and Alasks
Native populations who have been disproporticnately
affected by COVID-19. This is imporiant to ensure that
COVID-19 vaccines can help achisve healih equity, 5o
everyone has a fair coporiunity to be as healthy as possible,

These vaccines were produced so guickiy,
How do we know they are safe?

liis the U.S. vaccine safety system’s job to make sure thag
ail vaccines are as safe as possible, Safety has been a

top priority white federal partners have worked to make
COVID-19 vaccines available for use in the Uniied States,

The new COVID-19 vaccines have been evaluated in

tens of thousands of individuals, who velunteerad to

lbe vaccinated and to participate in dinical irlals, The
information from these clinfcal trials allowed the U.S, Food
and Drug Administration {(FDA} io determine the safety

and effectiveness of the vaccines. These dinical trials were
conducied according o rigorous standards set forth by FDA.

FDA has determined that the newly authorized COVID-19
vaccines meet its safety and effectiveness standards.
Therefore, FDA has imade these vaccines available for use In
the United States under what Is known as an Emergency Use
Authorization.

Wil CDC continue to watch for problems
with these new vaccines?

Yes, Bven though ne safety issues arose during the clinial
trfals, CDC and other federal pariners will continue io
monitor the new vaccines for serlous side effects (known
as adverse events) using many vaccine safety monitoring
systems,

This continued monitoring can pick up on side effects ihat
may not have been seen In dinical trials. if an unaxpented
side effect with the new COVID-19 vaccines is seen, experts
can quickly study it further to determine if it is a true safety
concern. Monitoring vaccine safety is criiical to help ensure
that the benefits of the COVID-19 vaccines continue to
outweigh the risks for people who are vacdnated.

The current vaccine safety system is strong and robust, with
the capacity to moniter COVID-19 vaccine safety effectively,
Existing data systems can rapidly detect if a vaccine has any
possible safety problems. These systems are being scaled up
to fully meet the needs of the nation, Additional systems and
data sources ara also being developed to further enhance
safety monitoring capabilities.



New vaccine safety monitoring systerns and information sources
The following systems and information sources add another iayer of safety monitoring, giving COC and
FDA the ability to evaluate COVID-19 vaccine safety in real time and make sure COVID-19 vaccines are

as safe as possible:

- CDEC: W-SAFE — A new smartphone-based, after-
vaccination health checker for people who receive
COVID-19 vaccines. V-SAFE will use text ressaging and.
web surveys from CDC to check in with vaccine recipients
for health problems following COVID-19 vaccination, The
system aiso will provide telephone follow up to anvone
who reports medically significant (important) adverse
events.

Existing Safety Monitoring Systems

- €DC: National Healthcare Safety

Network (NHSN) — An acute care and long-term care
facility monitoring systam with reporting to the Vaccine
Adverse Event Reporting System or YAERS

- FDA: Other large insurer/payer databases — A systerm

of administrative and clalms-based data for surveillance
and research

The safety of vaccines is menitored all the time with muitiple approaches. As people get vaccinated, CDC, FDA, and other
federal partners will use the following existing, robust systems and daia sources to conduct ongoing safety monitoring in the

foliowing groups:

General public

- CDC aned FDA: Yaccing Adverse Event Reporting System
{VAERS) — The national system that collects reports from
heaithcare professionals, vaccine manufacturers, and the

© public of adverse events that happen after vaccination;
reports of adverse events that are unexpected, appear
to happen more often than expected, or have unusual
patterns are followad up with specific studies

- CDC: Vaccine Safety Datalink (VSD) — A network of 9
integrated healthcare organizations across the United
States that conducts active surveillance and research: the
systein is also used to help determine whether possible
side effects identified using VAERS are actually related to
vaccination
CDC: Clinleal Immunization Safety Assessment (CISA)
Project — A collaboration between CDC and 7 medical
research centers to provide expert consultation on
Individual cases and conduct dinical research studies
about vaccine safety
FDA and the Centers for Medicare and Medicaid
Services; Medicare data — A clalims-based system for
active surveillance and research

- FDA: Biologics Effectiveness and Safety Systam {BEST)
— A system of electrenic health record, administrative,
and claims-based data for active surveillance and research
FDA: Sentinel initiative — A sysiem of electronic health
record, administrative, and daims-based data for active
surveillance and research

Members of the military
- Department of Defense (DOD): DOD VAERS data —

Adverse event reporting to VAERS for the DOD populations
DOD: Vaccine Adverse Event Clinical System (VAECS)

— A system for case tracking and evaluation of adverse
events following immunization in DOD and DOD-affliated
populations

- DOD: ROD Electronic Health Record and Defense

Medical Survelliance System — A system of electronic
health record and administrative data for active
surveillance and research

Veterans

Departmant of Veterans Affairs (VA): VA Adverse Drug
Event Repeorting System (VA ADERS) — A national
reporting system for adverse avents following receipt of
drugs and immunizations

VA Electronic Health Record and Active Swvenl]ﬂam@
System — A system of electronic health record and
administrative data for active surveillance and research

Tribal natiens

Indian Health Service (1HS); [HS VAERS data —
Spontanecus adverse event reporting to VAERS for
populations served by IHS and Trilbal facilitias
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What to Expect after Getting a COVID-19 Vaccine

Updated bec. 19, 2020 Print

COVID-19 vaccination will help protect you from getting COVID-19. You may have some side effects, which are normal
signs that your body is building protection. These side effecis may affect your ability to do daily activities, but they shouid
EO awvay in a faw days.

Common side effects
On the arm where you got the shot: _ Throughout the rest of your body:
e Pain : | o Fever
o Syvelling e Chills
e Tiredness
o Headache

Helpful tips

If you have pain or discomfort, tzlk to your doctor about taking an over-the-counter medicine, such as fbuprofen or
acetarmingphern.

To reduce pain and discomfort where you got the To reduce discomfort from fever:
shot:
o Drink plenty of fluids.
e Apply a clean, cool, wet washcloth over the
area.

o Dress lightly.

o Use or exercise your arm,

When to call the doctor

In most cases, discormfort from fever or pain is normal, Contact your doctor or healthcare provider:
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o If the redness or tenderness where you got the shot increases after 24 hours

o [fyour side effects are worrying you or do not seem to be £0ing away after a few days

If you get a COViD-19 vaccine and you think you might be havi ng a severe allergic reaction after leaving the
vaccination site, seek immediate medical care by calling 911, Learn more about COVID-19 vaccines and rare severs
atlargic reactions,

Remember

= Side effects rmay feel itke fiu and even affect your ability to do daily activities, but they should go away in a few days.

(2]

With most COVID-19 vaccines, you will need 2 shois in order for thern to work. Gei the second shot even If you have
side effects after the first shoi, unless a vaccination provider or your doctor tells you not to get a secend shot,

o It takes time for your body to build protection after any vaccination. COVID-19 vaccines that reguire 2 shots may noi
protect you until & week or two after vour second shot.

It's important for everyone to continue using all the tools availzble tc help stop this pandemic as we iearn more about how
COVID-19 vaccines work in real-world conditions, Cover your mouth and nose with 2 mask when around others, stay at
least 6 feet away from others, avoid crowds, and wash your hands often.

Printable Handout for Vaccine Recipient

_'W"hﬂ'f-'“"f*be?.*“‘"f?er'-ﬁéﬂinﬁ“ COVID-19 Vaccine What to Expect after Getting a COVID-19 Vaccine @
' i PDF Fact Sheet for Healthcare Providers to Give after Vaccination
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More Information

nsuring the safety of COVID-19 vaccines in the United States
Aenefits of getting a COVIDA @ vaccine

How to protect yoursedf and others

Lagt Updated Dec. 19, 2020
Content source: Mational Cendcar for Imerinization and Raspliratsry Diseases (NCIRD), Division of Viral Diseasaes
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Benefits of Getting a COVID-19 Vaccine
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We understand that some people may be concerned sbout getting vaccinated now that COVID-19 vaccines are available in
the United States, While more COVID-19 vaccines are being developed as quickly as possible, routine processes and
procadures remain in place {o ensure the salety of any vaccine that is authorized or approved for use. Safety is a top
pricrity, and there are many reasons to get vaccinated.

Facis about COVID-19 Vaccines
FACT: COVID-19 vaccines will not give you COVID-19

Below is a sumimary of the benefits of COVID-19 vaccination based on what we currently know, CDC will continue o
update this page as more data become available,

COVID-19 vaccination will help keep you from getting
COVID-19
e All COVID-12 vaccines that are in development or being distributed are being carefully evaluaied in dinical trials and

will be authorized or approved enly If they make it substanidally less likely youll get COVID-19.

o Based on what we know about vaccines for other diseases and early data from clinical iriafs, experts helieve that
getting a COVID-19 vaccine may also help keep you from getting seriously ill even if you do get COVID-19,

o Getting vaccinated yourself may also protect people around you, pariicularly people al increased risk for severe
liness from COVID-19,

o Experts continue to conduct more studies about the effact of COVID-19 vaccination on severity of iliness from COVID-
19, as well as its ability to keep people from spreading the virus that causes COVID-19.

COVID-19 vaccination is a safer way to help build protection

o COVID-19 can have serious, life-threatening complications, and there is rio way to know how COVID-19 will affect vou,
And if you get sick, you could spread the disease tc friends, family, and others around you.

e Clinical trials of all vaccines must first show they are safe and effective befere any vaccine can be authorized or
approved for use, including COVID-19 vatcines. The known and potential benefits of 2 COVID-19 vaccine must
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Benefits of Getting a COVID-19 Vaccine | CDC Page 2 of 2
outweigh the known and potential risks of the vaccine for use under what is known as an Emergency Use
Authorization (EUA), Watch a video on whar an BUA is.

e Getling COVID-19 may offer sore natural protection, knewn as immunity. But experts don't know how long this
protection lasts, and the risk of severe illness and death from COVID-19 far outweighs any benefits of natural
immunity. COVID-18 vaccination will help protect you by creating an antibody fimmune system) response without
having to experience sickness,

= Both natural immunity and immunity produced by a vaccine are impertant parts of COVID-19 disease that experts
are trying to learn more about, and CDC will keep the public informed as new evidence becomes available,

COVID-19 vaccination will be an irnportant tool to help stop
the pandemic

¢ Wearing masks and soclal distanding halp reduce your chance of being exposed io the virus or spreading i to others,
but these measures are not encugh. Vaccines will work with your immune system so it will be ready to fight the virus
if you are exposead.

« The combination of getting vaccinated and following CDC’s recommendations o proect yourseif and aehars will offer
the best protection from COVID-19.

e Stopping a pandemic requires using all the tools we have available. As experts learn more about how COVID-19
vaccination may help reduce spread of the disease in communities, CDC will continue to update the
recommendations to protect communities using the latest science.

Related Pages

Frequently Asked Questions about COVIDR-19 Vaccination

Ensuring the Safety of COVID-19 Vaccnes in the United States

Last Updated Dec. 21, 2020
Content source: Mational Center for immunization anad Respiratory Diseases (NCIRD), Division of Viral Diseases
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‘What to Expect after Getting a COVID-19 Vaccine

Accessible version; https:/fwww.cdcgovfcoronavirus/201 9-neovivaccnes/expect/afteriml

COVID-19 vaccination will help protect you from getting COVID-19, You may have some side effects, which are normal signs that your body s
building protecilon. Thase side effects may feel like flu and may even affect your ability to do daily activities, but they should go away
in a few days. -

Common side effects

n the arm whare yeu got the shot: Throughott the rest of your body: ;

© -+ Pain ' > Fever  * Tiredness i |

| Swelling o Chils  * Heatache | w-safe"

aftervaccination
heaith checker

Helpful tips

If you have pain or discornfort, talk to your docior about taling an
aver-the-counter madicine, such as ibuprofen or acetaminophen.

To reduce pain and discomfort where you got theshot:  To reduce discomfort from fever:

= Appply a clean, cool, wet washcloit: over the area. + Dirink plenty of fuids, ~ . .
= {se or exerdse your arm, .= Diress Jightly. Ask your' he afthcare provider
about getting started with v-safe
When to call the doctor

Use your smartphene to tell CDC about any
sicle effects affer getting the COVID-19 vaccine,

In mest cases, discomfort from fiever or paln ts normal. Contact your doctor or healtheare provider: - : 3
You'll also gt reminders if you nieed 2 second dose

= If the redness o tenderness where you got the shot incrsases after 24 hours Learn move about wsafe,
« I your side effects are woreying you o do not seem to be golng away afier a fow days www.cdegavivsafe

Remember
- Sidle effects may feef like fiu and even aifect your ability to do daily activities, b they should go away in 2 Tew days.

- Aifith most COVID-19 vaccines, youwill need 2 shots i order for them io work. Get the second shot even iFyo have side effects after the first one, unless a vaccination
provider oi yoer docior tells younoi to get 2 second shot,

= i takes time for your body to buiid protection after any vacdnation, (OVID-19 vaccines that sequire 2 shots may not protect you until a weelt or two after your second shot.

+ {t's impoitant for everyone to continue using all the tools available to help siop this pandemic as we fearm more abott how COVID-19 vaceines worlt in real-world
onditions. Cover your mouth nd nose with a mask when around others, sizy at feast 6 feet away from others, avoid crowds, and wash yowr hands often,

HEALTHCARE PROVIDER, PLEASE FILL IN THE INFORMATION BELOW:

¥ your teiﬁbérat_ure is___°For ___°C or higher or if you have guestions, call your healthcare provider. - :

Tell your healthcare provider about:

Healthcare provider phone number:
Medication (if needed):

Tale S, every ____ hours as needed.
{type and dose or amount)







