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FAQs for COVID-19 Vaccine Health Care Providers
GENERAL
How do mRNA vaccines work?
COVID-19 vaccines use messenger RNA (mRNA) which provides instructions to cells in our bodies to
make a viral protein from the coronavirus called a “spike protein”. The mRNA provides the instructions
that allows the cell to make the spike protein, and then the immune system is activated to recognize the
spike protein as being different from the body’s own proteins and initiates an immune response. The
mRNA is then degraded by normal cellular mechanisms and the spike proteins are destroyed by the
immune system.
Can the mRNA vaccine alter a person’s DNA?
No. mRNA is not able to alter or modify a person’s genetic makeup (DNA). The mRNA from a COVID-19
vaccine never enters the nucleus of the cell, which is where our DNA are kept. This means the mRNA
does not affect or interact with our DNA in any way. Instead, COVID-19 vaccines that use mRNA work
with the body’s natural defenses to safely develop protection (immunity) to disease.
Can the COVID-19 vaccine cause a COVID-19 infection (e.g., in people with weakened immune
systems)?
No. None of the COVID-19 vaccines currently in development use the live virus that causes COVID-19.
There are several different types of vaccines in development. However, the goal for each of them is to
teach the immune system to recognize and fight the virus that causes COVID-19. Sometimes this
process can cause symptoms, such as fever. These symptoms are normal and are a sign of the immune
response to vaccine.
It typically takes a few weeks for the body to build immunity after vaccination. That means it’s possible a
person could be infected with the virus that causes COVID-19 just before or just after vaccination and get
sick. This is because the vaccine has not had enough time to provide protection.
Can COVID-19 cause a positive COVID-19 viral test (e.g., PCR test or rapid antigen tests used in
Ontario)?
No. COVID-19 vaccines will not cause a positive test on COVID-19 viral tests, which are used to see if a
person has a current infection. If a person’s body develops an immune response, which is the goal of
vaccination, there is a possibility they will test positive on some antibody tests. Antibody tests indicate
that a person had a previous infection and may have some level of protection against the virus. Antibody
tests are not being used for diagnosis of COVID-19 in Ontario except in special clinical circumstances.
They are not the tests used in assessment and testing centres and/or long-term care homes.
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Can people who have been diagnosed with COVID-19 be vaccinated?
Yes. Those who have previously had PCR-confirmed infection should still be vaccinated and individuals
do not need COVID-19 testing prior to vaccination.
Due to the severe health risks associated with COVID-19 and the fact that re-infection with COVID-19 is
possible, people can still get a COVID-19 vaccine even if they have been sick with COVID-19 before. At
this time, experts do not know how long someone is protected from getting sick again after recovering
from COVID-19. The immunity someone gains from having an infection, called natural immunity, varies
from person to person. Some early evidence suggests natural immunity may not last very long. We won’t
know how long immunity produced by vaccination lasts until we have more data on how well it works.
In situations, where there is limited vaccine supply, doses of the vaccine are being prioritized for those
who have not been previously infected as they are assumed to have no immunity to COVID-19.
Once a person is vaccinated with the series of two doses, can they stop following public health
measures like wearing a mask, physical distancing and self-isolating when they become sick?
No. While experts learn more about the protection that COVID-19 vaccines provide under real-life
conditions, it will be important for everyone to continue using all the tools available to us to help stop this
pandemic, like covering your mouth and nose with a mask, washing hands often and never touching your
eyes, nose or mouth with unwashed hands, staying at least 2 metres (6 feet) away from others and selfisolating when sick. Health care and other staff must still wear personal protective equipment (PPE) even
after they have been vaccinated.
Together, COVID-19 vaccination and public health measures will offer the best protection from getting
and spreading COVID-19. Experts need to understand more about the protection that COVID-19
vaccines provide before deciding to change recommendations on steps everyone should take to slow the
spread of the virus that causes COVID-19. Other factors, including how many people get vaccinated and
how the virus is spreading in communities, will also affect this decision.
What percentage of the population needs to get vaccinated to have “herd immunity”?
Experts do not know what percentage of people would need to get vaccinated to achieve herd immunity
to COVID-19. Some estimates for COVID-19 suggest it may be near 60 to 70%, though the full range of
estimates is much broader. Herd immunity is a term used to describe when enough people have
protection—either from previous infection or vaccination—that it is unlikely a virus or bacteria can spread
and cause disease. As a result, everyone within the community is protected even if some people don’t
have any protection themselves. The percentage of people who need to have protection in order to
achieve herd immunity varies by disease.

SAFETY
What are the side effects (adverse effects) of the vaccine?
The most frequent adverse reactions were injection site pain (84.1%), fatigue (62.9%), headache
(55.1%), muscle pain (38.3%), chills (31.9%), joint pain (23.6%) and fever (14.2%), and were usually mild
or moderate in intensity and resolved within a few days after vaccination.
If a person develops an adverse reaction, what should be done?
If someone experiences a side effect following immunization, they should report it to a healthcare
professional (e.g., family doctor).
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Healthcare professionals should complete the Adverse Events Following Immunization (AEFI) Form and
send it to the local public health unit. For more information about AEFI reporting in Ontario visit the Public
Health Ontario website.
Can people with severe allergies to a component of the COVID-19 vaccine receive the vaccine?
People with known allergies to any of the ingredients in the Pfizer-BioNTech COVID-19 vaccine should
not receive it.
Can people with severe allergies to other vaccines, medicines or foods receive the COVID-19
vaccine?
People who have experienced a serious allergic reaction to another vaccine, drug, or food should talk to
their health care provider before receiving the vaccine. The individual should discuss the risks and
benefits of receiving the vaccine with their health care provider to determine whether they should or
should not proceed with vaccination.
Who should NOT be vaccinated at the current time because of lack of information from clinical
trials (i.e., these individuals were not included in the trials)?
COVID-19 vaccine should not be offered to the following populations excluded from clinical trials until
further evidence is available:
• Under 16 years of age
• Pregnant or breastfeeding
• Immunosuppressed due to disease or treatment or suffering from autoimmune disorder
However, if a risk assessment deems that the benefits of vaccine outweigh the potential risks for the
individual (e.g., where the risk of severe outcomes of COVID-19 and risk of exposure to SARS-CoV-2 is
high) or for the fetus/infant (in the case of pregnancy/breastfeeding) and if informed consent includes
discussion about the insufficient evidence in this population, then a complete series of authorized
COVID-19 vaccine may be offered to individuals in the following populations:
• Immunosuppressed due to disease or treatment or suffering from autoimmune disorder
• Pregnant or breastfeeding
• Adolescents 12 to 15 years of age
Are there any other precautions with receiving the vaccine?
•

•

Vaccination should be deferred in symptomatic individuals with confirmed or suspected COVID19 or other acute illness to avoid attributing any complications resulting from their illness with
vaccine-related adverse events and to minimize the risk of COVID-19 transmission at an
immunization site.
In individuals with bleeding disorders, the condition should be optimally managed prior to
immunization to minimize the risk of bleeding. Individuals receiving long-term anticoagulation are
not considered to be at higher risk of bleeding complications following immunization and may be
safely immunized without discontinuation of their anticoagulation therapy.

Has the vaccine been shown to cause Bell’s palsy?
No. A direct connection with the vaccine and Bell’s palsy, a condition that causes temporary facial
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paralysis, has not been established. The Pfizer study examined 38,000 patients and found four cases of
Bell’s palsy among those who received the vaccine, but this is in keeping with the normal observed
incidence of Bell's palsy in the population. The COVID-19 vaccine, like all vaccines, continues to be
monitored for adverse events.
How was Health Canada able to approve the COVID-19 vaccine so quickly – did they lower their
safety standard for vaccines?
The reason the COVID-19 vaccine was approved quickly is not because safety standards have changed,
it’s because Health Canada shortened the administrative and organizational process of vaccine
authorization. The safety requirements in clinical trials for the COVID-19 vaccine were just as strict as the
regular process for any other vaccine.
Resources
Government of Canada. Pfizer-BioNTech COVID-19 vaccine: What you should know. Ottawa, ON:
December 9, 2020. Available link.
Pfizer-BioNtech COVID-19 Vaccine product Monograph. December 2020. Available link.
Public Health Agency of Canada. An Advisory Committee Statement (ACS) National Advisory Committee
on Immunization (NACI) Recommendations on the use of COVID-19 Vaccine(s) Advanced copy.
Accessed: 14 December 2020. Not yet publicly available.
United States Centre for Disease Control. Frequently Asked Questions about COVID-19 Vaccination.
Accessed: 14 December 2020. Available link.
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Ministry of Health

COVID-19 About Vaccines
Version 1 - December 12, 2020

This guidance provides basic information only. It is not intended to take the place of
medical advice, diagnosis or treatment, legal advice or legal requirements.
•

Please check the Ministry of Health (MOH) COVID-19 website regularly for
updates to this document, list of symptoms, other guidance documents,
Directives and other information.

COVID-19 Vaccines: Overview
Representing a turning point in our fight against COVID-19, Health Canada has
authorized the Pfizer-BioNTech mRNA vaccine. More vaccines will likely be
authorized in the near future.

What you should know:
● Health Canada only approves a vaccine if it is supported by very robust
scientific data and evidence.

● After approval, Health Canada and the Public Health Agency of Canada

continue to monitor the ongoing safety and effectiveness of all approved
vaccines.

● Canadians will have easy access to detailed information on the vaccine and

the evidence behind the vaccine approval process through the Government
of Canada’s website.

● The benefits of vaccination greatly outweigh the risks, and many more

illnesses and deaths would occur without vaccines. Vaccines prevent illness
and disease and save lives and livelihoods. Mass vaccination will protect
people’s lives and help Canada recover from the COVID-19 pandemic.
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After more than a decade of research and development on mRNA vaccines, this
vaccine is the first mRNA vaccine approved for use in humans. To date, mRNA has
been successfully used in cancer treatments, and research into its value for
vaccinations has been ongoing for over ten years.

How does vaccination work?
mRNA vaccines

Use genetic instructions in molecules called mRNA to
generate a coronavirus protein that initiates the body’s natural
production of antibodies and cellular immune response.
mRNA vaccines are not live vaccines and cannot cause
infection in the host. mRNA vaccines also cannot alter a
person’s DNA.

Viral vector
vaccines

Use a genetically engineered virus that cannot cause disease
but can produce coronavirus proteins to generate an immune
response in the body.

Protein-based
vaccines

Use harmless fragments of proteins or protein shells that
mimic a coronavirus to generate an immune response in the
body.

Inactivated or
weakened virus
vaccines

Use an inactivated or weakened form of the virus so it does
not cause disease but does still generates an immune
response in the body.

The Pfizer-BioNTech mRNA vaccine
The Pfizer-BioNTech mRNA vaccine is highly efficacious in the short-term against
laboratory-confirmed symptomatic COVID-19 disease; trials are ongoing. The PfizerBioNTech mRNA vaccine is indicated for active immunization to prevent COVID-19
caused by SARS-CoV-2.
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Clinical trial details
Participants

Time
followed

Protection

Efficacy

Of the clinical trial participants:
● Over 40,000 doses were administered.
● 42.3% of participants were aged 55 and older.
● 17% of participants were of diverse racial and ethnic
backgrounds.
● 46.2 % of participants had pre-existing stable medical
conditions (disease not requiring significant change in
therapy or hospitalization for worsening disease during the 6
weeks before enrolment) such as asthma, obesity, chronic
lung disease, diabetes and high blood pressure.
● Participants with known stable infection were included,
including those with HIV, hepatitis B, and hepatitis C virus.
● At the time of the final primary efficacy analysis, participants
had been followed for symptomatic COVID-19 disease for a
median of 2 months, corresponding to 2,214 person-years for
the Pfizer-BioNTech COVID-19 vaccine and 2,222 personyears in the placebo group.
● Participants are planned to be followed for up to 24 months,
for assessments of safety and efficacy against COVID-19
disease.
● Based on the results of the clinical trials, the best protection
is not achieved until 7 days after the second dose, but it
remains unknown how long the protection will last.
● Highest efficacy and immune response were observed after
the second dose.
● Limited data on protection provided for only one dose.
● Efficacy was consistent across age groups for two-doses.
● Adverse events were generally milder and occurred less
often in those 56 years of age and older.
● No difference in efficacy was observed between men and
women or across different age groups, races or ethnicities.
However, the size of groups for some comparisons were
small.
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Side effects
Like all vaccines, Pfizer-BioNTech COVID-19 Vaccine can cause side effects. Those
observed during the clinical trials were commonly reported side effects of vaccines
and do not pose a health risk.
● The most frequent adverse reactions were mild or moderate and resolved
within a few days after vaccination.
● No major safety concerns were reported in the data submitted to Health
Canada.
Very common side effects
(may affect more than 1 in 10 people)
●
●
●
●
●
●
●

Pain at injection site (84.1%*)
Fatigue (62.9%*)
Headache (55.1%*)
Muscle pain (38.3%*)
Chills (38.3%*)
Joint pain (38.3%*)
Fever (38.3%*)

Uncommon side effects
(may affect up to 1 in 100 people)
● Enlarged lymph nodes (0.008%*)
*subset (n=7960)

*subset (n=8183)

FAQ’s
Can recipients contract No. This is not a live vaccine and does not contain the
the coronavirus from
virus; therefore, the vaccine cannot give recipients
this vaccine?
infection or disease (COVID-19).
Will this vaccine alter
the recipient’s DNA?

No. This vaccine does not affect, interact or alter DNA in
any way. Our DNA resides in the nucleus of our cells
and the mRNA does not travel into the nucleus.
Therefore, there is no risk of altering DNA. It uses the
body’s natural defense response which breaks down
and gets rid of the mRNA after it is finished using the
harmless genetic instructions.
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Do recipients of the
vaccine still need to
follow public health
guidance (masking and
distancing) after
receiving the vaccine?

Yes. There is insufficient evidence at this time on the
effectiveness of COVID-19 vaccines in preventing
asymptomatic infection and reducing transmission of
SARS-CoV-2.

If the patient gets mild
side effects, should
they receive the
second shot?

Yes. Mild side effects are common for all vaccines and
typically resolve in a few days. It is important to receive
both doses. Protection offered by the first dose is lower
than the efficacy achieved after the second dose.
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Ministry of Health

COVID-19 Vaccine Approval Process and
Safety
Version 1 – December 12, 2020

This guidance provides basic information only. It is not intended to take the place of
medical advice, diagnosis or treatment, legal advice or legal requirements.
•

Please check the Ministry of Health (MOH) COVID-19 website regularly for
updates to this document.

The Government of Canada has prepared for months to ensure Canadians will have
access to safe and effective vaccines against COVID-19. It has achieved this by
carefully reviewing all of the scientific data and evidence for the vaccines, working
on distribution plans, and accelerating purchases of the vaccines.

What you should know:
● Ontarians can be confident. Standards of safety, efficacy, and quality have not
been compromised to expedite the approval of COVID-19 vaccines.
● Health Canada oversight of COVID-19 vaccines will NOT stop at approval.
Monitoring of the vaccine’s safety and effectiveness will continue now and into
the future.
How can a vaccine
be developed so
quickly, when it
usually takes
years?

The development of vaccines for COVID-19 is progressing quickly
for many reasons, including:
● Reduced time delays in the vaccine approval process
● Quick adaptation of existing research programs such as those
focusing on mRNA- and viral-vector-based technology.
● International collaboration among scientists, health
professionals, researchers, industry and governments.
● Increased dedicated funding.
● Quick recruitment of participants for clinical trials.
● Rapid set-up of clinical trials to demonstrate effectiveness of
the vaccine.
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The expedited process
On September 16, 2020, the Minister of Health signed an Interim Order (IO)
introducing temporary regulatory pathway for COVID-19 related drugs and
vaccines. The IO Provided greater flexibility and a more agile review
process, which allows for the issuance of an expedited authorization of
COVID-19 related vaccines without compromising patient safety.

Introduced under the Interim Order, a rolling review allows a drug
manufacturer to submit their request for authorization before they
have completed all phases of clinical trials. Health Canada begins its
review right way using the information submitted by the applicants
and accepts new evidence as it becomes available, until the
application is deemed complete.

When a submission is received, Health Canada’s clinical reviewers
thoroughly review the submission by ensuring that the benefits of the
vaccine outweigh the potential risks and have assurances that the
product is manufactured in a licensed facility that is up to Health
Canada standards.

A submission contains data from scientific studies and information about
the manufacturing processes, including:
o Pre-clinical studies – toxicology studies and other studies in animals
o Pre-clinical studies – toxicology studies and other studies in animals
o Clinical studies – all phases of clinical trials in humans, including safety
and efficacy data
o Manufacturing data – information about how the vaccine is made, and
the processes in place to make it consistently
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Vaccine safety
At the federal level, Health Canada and the Public Health Agency of Canada (PHAC)
share the responsibility for ongoing monitoring, which also involves provincial,
territorial and local public health authorities, health care professionals, the vaccine
industry, international regulators and the public.

Pre-market
scientific
review

●
●
●

Post-market
surveillance

●
●

●

●

●

Demonstrate that the vaccine can protect against disease.
Determine from the safety and efficacy review, that the benefits
outweigh the risks and there are no safety concerns.
Put in place a plan to minimize any potential risks (e.g. having the
manufacturer monitor for adverse events, requiring reporting to
Health Canada).
Health care providers report adverse events to their local public
health authority.
Provincial and Territorial Public Health Authorities report to PHAC’s
surveillance system. Public Health Ontario’s program leads the
surveillance of adverse events following immunization in Ontario. See
their website for details: Vaccine Safety | Public Health Ontario.
Health Canada:
○ Monitors safety and effectiveness of vaccines authorized for
sale in Canada and can require further risk mitigation
measures and additional safety information from the vaccine
manufacturer.
○ Monitors vaccine-related events in Canada and internationally.
Public Health Agency of Canada:
○ The Canadian Adverse Events Following Immunization
Surveillance System (CAEFISS) is managed by PHAC and is an
FPT post-market vaccine safety monitoring system that
includes spontaneous, enhanced and active AEFI reporting
processes.
Manufacturers monitor the safety and effectiveness of their
products.
○ For example, Pfizer-BioNTech is conducting clinical trials and
following their participants for at least two years following the
administration of the second dose of the vaccine. Should
concerns arise, Pfizer-BioNTech is legally obligated to
communicate this information to Health Canada.
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