
   
 

Frequently Asked Questions 
COVID-19 VACCINES 

 
 
Guidance for vaccine development: 

1. Animal tests (3-6 months) + manufacturing (following safety/quality practices) 
2. Human tests- Phase 1 clinical trial- safety in humans 
3. Human tests- Phase 2 clinical trial- formulation and doses are established to prove efficacy  
4. Human tests- Phase 3 clinical trial- safety and efficacy need to be demonstrated in large group of people  
5. Fast tracked steps of Covid-19 (Emergency authorization)  

1. Phase 3 sped up- they have to keep gathering side effect information as they produce and vaccinate 
people  

2. CDC makes recommendation based on federal advisory group ACIP (Advisory Committee on 
Immunization Practices). If FDA says yes, ACIP meets and reviews data to vote on whether they 
recommend it and who should get it  

3. If agreed, it gets distributed out to the world (prioritization done by ACIP) 
 
Who participated in the COVID-19 Vaccine trial? 
Pfizer enrolled 43, 931 participants and 42, 722 participants have received their second dose.  
In September Phase 3 trials were expanded to include adolescents as young as 16 years of age and people with chronic, stable 
HIV (human immunodeficiency viruses), Hepatitis C, or Hepatitis B infection. In October 2020, Pfizer received permission 
from the FDA to enroll adolescents as young as 12. 
 

 
Moderna 
Moderna enrolled 30,000 participants 
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The vaccine was created too quickly. 
In public health emergencies, such as a pandemic, the development process may be atypical. For example, as demonstrated by 
the response to the COVID-19 pandemic, the U.S. government has coalesced government agencies, international counterparts, 
academia, nonprofit organizations and pharmaceutical companies to develop a coordinated strategy for prioritizing and 
speeding development of the most promising vaccines. In addition, the federal government has made investments in the 
necessary manufacturing capacity at its own risk, giving companies confidence that they can invest aggressively in 
development and allowing faster distribution of an eventual vaccine. However, efforts to speed vaccine development to 
address the ongoing COVID-19 pandemic have not sacrificed scientific standards, integrity of the vaccine review process, or 
safety. 
 
Recognizing the urgent need for safe and effective vaccines, FDA is utilizing its various authorities and expertise to facilitate 
the expeditious development and availability of vaccines that have met the agency’s rigorous and science-based standards for 
quality, safety, and effectiveness. Early in a public health crisis, FDA provides clear communication to the pharmaceutical 
industry pertaining to the scientific data and information needed to ensure development of vaccines and works quickly to 
provide advice on their proposed development plans and assessment of the data that are generated. 
 
Has there been a coronavirus vaccine developed before?  What's known about it, and can it be helpful today in 
working toward a COVID-19 vaccine? 
Severe acute respiratory syndrome (SARS) and Middle East respiratory syndrome (MERS) are two diseases caused by 
coronaviruses that are closely related to the virus that causes COVID-19. Researchers began working on developing vaccines 
for these diseases after they were discovered in 2003 and 2012, respectively. None of the SARS vaccines ever made it past the 
first stages of development and testing, in large part due to lack of interest because the virus disappeared. One MERS vaccine 
(MVA-MERS-S) successfully completed a phase 1 clinical trial in 2019. Lessons learned from this earlier vaccine research 
have been used to inform strategies for developing a COVID-19 vaccine. 
 
 
Access Pfizer study for your review: 
https://pfe-pfizercom-d8-prod.s3.amazonaws.com/2020-11/C4591001_Clinical_Protocol_Nov2020.pdf 
 
Access Moderna study results: 
https://www.modernatx.com/sites/default/files/content_documents/mRNA-1273-Update-11-16-20-Final.pdf 
 
 
What are the side effects? 
Pfizer: Grade 3 (severe) greater than 2% in frequency was fatigue (3.8%) and headache (2.0%) 
Moderna: Grade 3 (severe) events greater than or equal to 2% in frequency after the first dose included injection site pain 
(2.7%), and after the second dose included fatigue (9.7%), myalgia (8.9%), arthralgia (5.2%), headache (4.5%), pain (4.1%) 
and erythema/redness at the injection site (2.0%) 
 
Dosing 
Pfizer: 2 100ug doses  
Moderna: 2 30ug doses 
 
What is an EUA (Emergency Use Authorization)? https://www.youtube.com/watch?v=iGkwaESsGBQ 
 
Who will get the vaccine first? 
The CDC makes vaccination recommendations, including those for COVID-19 vaccines, based on input from the Advisory 
Committee on Immunization Practices (ACIP). 

 
The Advisory Committee on Immunization Practices (ACIP) recommends that when a COVID-19 vaccine is authorized by 
the Food and Drug Administration (FDA) and recommended by ACIP, vaccination in the initial phase of the COVID-19 
vaccination program (Phase 1a) should be offered to both 1) health care personnel (HCP) and 2) residents of long-term 
care facilities (LTCF). These considerations will be updated as additional information becomes available.  
 
 
Based on these recommendations, these are the groups considered for early vaccination if supply is limited: 

• Healthcare personnel (HCP) 
o ACIP recommends that HCP be prioritized in the earliest phase of COVID-19 vaccination. However, in 

settings where the initial vaccine supply is insufficient to vaccinate all HCP, sub-prioritization of vaccine 
doses may be necessary. 



 
 
 

• Workers in essential and critical industries 
• People at high risk for severe COVID-19 illness due to underlying medical conditions 
• People 65 years and older 

 
I’ve had COVID do I need the vaccine? 
There is not enough information currently available to say if or for how long after infection someone is protected from getting 
COVID-19 again; this is called natural immunity. Early evidence suggests natural immunity from COVID-19 may not last 
very long, but more studies are needed to better understand this. Until we have a vaccine available and the Advisory 
Committee on Immunization Practices makes recommendations to CDC on how to best use COVID-19 vaccines, CDC cannot 
comment on whether people who had COVID-19 should get a COVID-19 vaccine. 

HCP with documented acute SARS-CoV-2 infection in the preceding 90 days may choose to delay vaccination until near the 
end of the 90 day period in order to facilitate vaccination of those HCP who remain susceptible to infection, as current 
evidence suggests reinfection is uncommon during this period after initial infection. Of note, previous SARS-CoV-2 infection, 
whether symptomatic or asymptomatic, is not considered a contraindication to vaccination and serologic testing for SARS-
CoV-2 antibodies is not recommended prior to vaccination. 

Facts about COVID-19 mRNA Vaccines 
They cannot give someone COVID-19.  mRNA vaccines do not use the live virus that causes COVID-19.  They do not affect 
or interact with our DNA in any way.  mRNA never enters the nucleus of the cell, which is where our DNA (genetic material) 
is kept.  The cell breaks down and gets rid of the mRNA soon after it is finished using the instructions. 
 
What happens between dose 1 and dose 2? Will I be protected? 
All but one of the COVID-19 vaccines that are currently in Phase 3 clinical trials in the United States use two shots. The first 
shot starts building protection. A second shot a few weeks later is needed to get the most protection the vaccine has to offer. 
One vaccine in Phase 3 clinical trials only needs one shot. 
 
Do I need to wear a mask when I receive a COVID-19 vaccine? 
Yes. 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 staying at least 6 feet away from others CDC recommends that during the 
pandemic people wear a mask that covers their nose and mouth when in contact with others outside your household, when in 
healthcare facilities, and when receiving any vaccine, including a COVID-19 vaccine. Anyone who has trouble breathing or is 
unable to remove a mask without assistance should not wear a mask. 
 
Can I get the vaccine if I’m pregnant or breastfeeding? 
Currently, there are no data on the safety and efficacy of COVID-19 vaccines in these populations to inform vaccine 
recommendations. Further considerations around use of COVID-19 vaccines in pregnant or breastfeeding Health Care 
Personnel will be provided once data from phase III clinical trials and conditions of FDA Emergency Use Authorization are 
reviewed. 
 
Who is paying for COVID-19 vaccine? 
Vaccine doses purchased with U.S. taxpayer dollars will be given to the American people at no cost. However, vaccination 
providers will be able to charge an administration fee for giving the shot to someone. Vaccine providers can get this fee 
reimbursed by the patient’s public or private insurance company or, for uninsured patients, by the Health Resources and 
Services Administration’s Provider Relief Fund. 
 
For additional questions visit: https://www.cdc.gov/coronavirus/2019-ncov/vaccines/faq.html 
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