Vaccine information — dispelling common misconceptions

No doubt by now you have seen in your news feeds that Pitt County Health, Vidant Health, and ECU
Physicians are now running large-scale vaccination programs. These vaccination programs have the potential
to slow and ultimately end the pandemic, but only if the public believes in their safety and

efficacy. As academic leaders in education, we have an obligation to dispel misinformation

and help educate our students and the public with factual information about the safety and efficacy of COVID-
19 vaccines. Here’s a short FAQ that can help you get started. My thanks to Dr. Paul D. Barry, MD,

MPH, Office of Prospective Health, Brody School of Medicine for preparing this FAQ. You can learn more from
the CDC about the safety steps in place for the COVID-19 vaccine.

Is the COVID-19 vaccine safe? What do we know about its safety?

The U.S. vaccine safety system works to make sure that all vaccines are as safe as possible. Safety has been a
top priority as federal agencies work with vaccine manufacturers to develop and authorize a COVID-19
vaccine. Here are some key areas that are part of a COVID-19 vaccine development, review and authorization:

e Careful testing. All vaccines go through clinical trials to test safety and effectiveness. For the COVID-
19 vaccine, the Food and Drug Administration (FDA) set up rigorous standards for vaccine
developers to meet. This infographic from the National Institutes of Health shows the four phases a
vaccine must go through before it is released to the public.

e Authorization for emergency use. Vaccines that meet FDA safety and effectiveness standards can
be made available in the United States by approval or by emergency use authorization (EUA). An
EUA provides temporary authorization of a vaccine or medication under emergency situations, such
as the coronavirus pandemic.

e Continuous monitoring for problems and side effects. Once a vaccine is authorized for use,
monitoring continues, with systems in place to track problems or side effects that were not
detected during the clinical trials. For the COVID-19 vaccine, the FDA and the Centers for Disease
Control and Prevention (CDC) are expanding their vaccine monitoring. If there are problems with
the vaccine, they are most likely to emerge early in the testing process when they can be identified
and addressed.

Have there been any safety concerns with the COVID-19 vaccine?

So far, none of the vaccine trials have reported any serious safety concerns. Trials for the first two vaccines —
from Pfizer and Moderna — have had fully independent safety monitoring boards, and safety data are
continuously reviewed by the FDA and expert panels.

e Allergies: The CDC says people with allergies to certain foods, insects, latex and other common
allergens can have the COVID-19 vaccine. Those with a history of a severe allergic reaction
(anaphylaxis) to injectables or other vaccines should discuss the vaccination with their doctor, who
can evaluate the person and assess their risk. According to the CDC, at this time, anyone who has a
severe allergy (e.g., anaphylaxis) to any of the Pfizer/BioNTech vaccine ingredients should not
receive this vaccine.

How was the COVID-19 vaccine developed so quickly?

In the past, vaccines have taken many years to develop. However, the relatively quick development of this
vaccine does not mean safety measures were skipped. There are several reasons why the COVID-19 vaccines
were developed faster than other vaccines:
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The type of vaccine developed for COVID-19 by Pfizer/BioNTech has been years in development for
other infectious viruses. Thus, the manufacturing process was ready very early in the pandemic.
China shared genetic information about the SARS-CoV-2 coronavirus when it was available, which
gave vaccine developers an early start at finding a vaccine.

The testing processes for the vaccines didn’t skip any steps, but the vaccine developers conducted
some stages of the process simultaneously to gather as much data as quickly as possible.
Governments gave money to vaccine developers in advance, so the companies had the resources
they needed.

Some types of COVID-19 vaccines were created using messenger RNA (mRNA), a new technology
that allows a faster approach than the traditional way vaccines are made.

Social media enabled companies to reach out to and enroll study volunteers, and plenty of people
wanted to help, so there were enough research participants to test the COVID-19 vaccines.
Because the SARS-CoV-2 coronavirus is so contagious and widespread, many volunteers who got
the vaccine were exposed to the virus, and with so many exposures, the trials took a shorter time
to see if the vaccine worked.

Companies began manufacturing vaccines ahead of their authorization or approval so some
supplies would be ready if authorization occurred.

How effective are COVID-19 vaccines?

Pfizer’s vaccine was authorized on Dec. 12, 2020, and Moderna’s version is being reviewed by the FDA. Both
manufacturers report that their vaccines show approximately 95% efficacy at preventing both mild and severe
symptoms of COVID-19. This level of efficacy appears to apply across age groups, racial and ethnic groups, and
both sexes, as reported in the Pfizer trial.

Will | still have to wear a mask and continue COVID-19 safety precautions if | get the vaccine?

Yes, everyone still needs to maintain these safety precautions for the foreseeable future. If you are
among the estimated 5% to 10% of people for whom the vaccine is not effective, you could still
catch and spread the coronavirus. Studies are looking at whether the vaccine, even when effective
at preventing disease, keeps a person from harboring the virus and passing it to others.

What are the side effects of the COVID-19 vaccine?

Vaccine developers report side effects that include pain at the injection site, fever, muscle aches,
fatigue and headaches, mostly lasting about a day or two. If symptoms persist, you should call your
doctor.

If you have allergies, especially severe ones that require you to carry an EpiPen, discuss the COVID-
19 vaccine with your doctor, who can assess your risk and provide more information on if and how
you can get vaccinated safely.

Can | get COVID-19 from the vaccine?

You cannot get COVID-19 from the vaccine. The COVID-19 vaccines created by Pfizer

and Moderna do not have any virus or other infectious material in them. They are designed to
cause your body to make copies of a harmless piece of the coronavirus, so you will not get COVID-
19 from the vaccine.

Side effects such as fever and soreness at the injection site have been reported, particularly after
the second injection (both of these vaccines require a second injection three to four weeks later),
but the reported COVID-19 vaccine side effects in the trials are not as severe or dangerous as
having a bad case of COVID-19 illness.



What about the safety of the COVID-19 vaccination for diverse groups of people?

The FDA and other reviewers closely consider diverse populations included in the trials for safety
purposes. The clinical trials for the first two COVID-19 vaccines included underrepresented
minorities (about 25% of participants), older age groups (about 25%), and people with conditions
such as obesity, diabetes and heart and respiratory conditions.

Note: The trials did not include pregnant women or children under 12. Trials with these groups are
in progress or are scheduled to begin soon.

What is messenger RNA technology?

The first two COVID-19 vaccines were created using a new technique called messenger RNA, or
mMRNA. The method has been in development for years before the pandemic, and the arrival of the
new coronavirus provided vaccine manufacturers a chance to use it.

Vaccines against viruses work by sending a message to the body to be on the lookout for a certain
virus, such as SARS-CoV-2. Traditional approaches have used dead or weakened versions of the
virus itself, which the body learns to identify and develop immunity to. Making new vaccines this
way can take years.

The mRNA approach works differently. When a virus such as SARS-CoV-2 enters the body, it sets in
motion a means of producing copies of itself like a photocopy machine. The copies of the virus
invade other cells. The mRNA coronavirus vaccines cause the body to produce copies of just one
part of the coronavirus: the spike proteins on its surface that give the virus its telltale appearance.
The spike protein helps the virus attach to cells and make people sick, but by itself, cannot cause
COVID-19.

The new mRNA vaccines for the coronavirus contain “instructions” for how to make copies of the
spike protein. The mRNA is synthetically made in a lab (meaning it is not taken from the virus
directly). It is manufactured to be injected and to find its way into cells. In the cell, mRNA instructs
the cell to make copies of the coronavirus’s spike proteins. When the cell releases these proteins,
the immune system identifies them as foreign and destroys them, but not before making
antibodies to detect and react to the protein and the virus that causes COVID-19. Then, later, if a
live, complete coronavirus enters the person’s body, the immune system “remembers” the spike
protein and attacks the coronavirus so it cannot reproduce and make someone sick with COVID-
19.

Vaccines created with mRNA may be even better at protecting people from disease than those
made with dead or weakened viruses.
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