
FDA Safety Surveillance of COVID-19 Vaccines:             

DRAFT Working list of possible adverse event              

outcomes          ***Subject to change*** 

 Guillain-Barre syndrome 

 Acute disseminated encephalomyelitis 

 Transverse myelitis 

 Encephalitis/ myelitis/ encephalomyelitis/                                           

meningoecephalitis/ meningitis/ encephalopathy 

 Convulsions/seizures 

 Stroke 

 Narcolepsy and cataplexy 

 Anaphylaxis 

 Acute myocardial infarction 

 Autoimmune disease 

 Deaths 

 Pregnancy and birth outcomes 

 Other acute demyelinating diseases 

 Thrombocytopenia 

 Disseminated intravascular coagulation 

 Venous thromboembolism 

 Arthritis and arthralgia/joint pain 

 Kawasaki disease 

 Multisystem Inflammatory Syndrome in children 

 Vaccine enhanced disease 

UNDERSTANDING THE POSSIBLE ADVERSE EFFECTS              

OF THE COVID-19 VACCINE ON YOUR CHILDREN 

All of the currently used coronavirus “vaccines” remain          

officially classified as experimental by the US Food and 

Drug Administration (FDA) 

 Covid Vaccines Have Now Killed More People than                                      

the Atomic Bomb Dropped on Hiroshima 

According to VAERS data, over 12,200 post-vaccine deaths have so far 

been reported in the United States alone. We know that VAERS data are 

far behind schedule (many weeks) and that the VAERS database only          

represents anywhere from 1/10th to 1/100th of the actual deaths that have 

occurred. Realistically, we are most likely looking at several hundred           

thousand covid vaccine deaths in the United States to date, far exceeding 

the number of people killed at Hiroshima. 

* * * 

We Must Not Be Forced Into Vaccinating Our Children From COVID  

Former U.S. Health and Human Services (HHS) COVID-19 advisor Dr. 

Paul Alexander is warning that children’s risk of harm from the COVID-19 

vaccines is significantly greater than their risk of harm from the virus.  

“The risk to children is so small, there is no reason to put our children in 

harm’s way at this point. Not with these untested vaccines. This is        

reckless.”  

“Exposing children to an untested Emergency Use medication implies that 

there is a dire risk to the children without it. There are no data to support 

such a potential risk.”  

“Kids have a 1 in 50,000 chance of dying if they’re COVID-infected. The 

absolute risk reduction was 0.8 percent in the vaccine trial. The risk of 

transmitting to other kids is infinitesimally small. The risk of transmitting to 

adults at home is exceedingly rare. They have this data,” said Alexander, 

referring to COVID-19 policymakers.  

“The question is, why would they be placing parents in this position, to       

vaccinate these children with such low risk, when this is an experimental 

vaccine, it’s highly untested as to safety.,”  

Alexander hammered home his concern in his paper: “Our children are not 

for you to ‘experiment’ on. There is absolutely no data, no evidence, none, 

to support the vaccination of our children in this matter. Our children are far 

too precious to experiment with.”  

https://www.aier.org/article/why-we-must-not-be-forced-into-vaccinating-our

-children-from-covid-beware/  



FACT SHEET FOR RECIPIENTS AND CAREGIVERS  

EMERGENCY USE AUTHORIZATION (EUA) OF THE PFIZER-
BIONTECH COVID-19 VACCINE TO PREVENT CORONAVIRUS           
DISEASE 2019 (COVID-19)  IN INDIVIDUALS 12 YEARS OF AGE        
AND OLDER  

WHAT IS THE PFIZER-BIONTECH COVID-19 VACCINE? 

The Pfizer-BioNTech COVID-19 Vaccine is an unapproved vaccine that 

may prevent COVID-19. There is no FDA-approved vaccine to prevent 

COVID-19. 

The FDA has authorized the emergency use of the Pfizer-BioNTech 

COVID-19 Vaccine to prevent COVID-19 in individuals 12 years of age  

and older under an Emergency Use Authorization (EUA). 

WHAT ARE THE RISKS OF THE PFIZER-BIONTECH                           

COVID-19 VACCINE? 

There is a remote chance that the Pfizer-BioNTech COVID-19 Vaccine 

could cause a severe allergic reaction.  A severe allergic reaction would 

usually occur within a few minutes to one hour after getting a dose of the 

Pfizer-BioNTech COVID-19 Vaccine. For this reason, your vaccination  

provider may ask you to stay at the place where you received your vaccine 

for monitoring after vaccination. Signs of a severe allergic reaction can  

include: 

• Difficulty breathing 

• Swelling of your face and throat 

• A fast heartbeat 

Myocarditis (inflammation of the heart muscle) and pericarditis 

(inflammation of the lining outside the heart) have occurred in some people 

who have received the Pfizer-BioNTech COVID-19 Vaccine. In most of 

these people, symptoms began within a few days following receipt of the 

second dose of the Pfizer-BioNTech COVID-19 Vaccine. ... You should 

seek medical attention right away if you have any of the following           

symptoms after receiving the Pfizer-BioNTech COVID-19 Vaccine: 

• Chest pain, shortness of breath, feelings of having a fast-beating, 

   fluttering, or pounding heart                                                   

 

Side effects that have been reported with the Pfizer-BioNTech COVID-19   

Vaccine include: 

• severe allergic reactions 

• non-severe allergic reactions such as rash, itching, hives, or swelling 

  of the face 

• A bad rash all over your body 

• Dizziness and weakness 

• myocarditis (inflammation of the 

   heart muscle) 

• pericarditis (inflammation of the 

   lining outside the heart) 

• injection site pain 

• tiredness 

• headache 

• muscle pain 

• chills 

• joint pain 

• fever 

• injection site swelling 

• injection site redness 

• nausea 

• feeling unwell 

• swollen lymph nodes 
  (lymphadenopathy) 

• diarrhea 

• vomiting 

•  arm pain 

MODERNA: WARNINGS—Management of Acute Allergic Reactions 

Appropriate medical treatment to manage immediate allergic reactions 

must be immediately available in the event an acute anaphylactic           

reaction occurs following administration of the Moderna COVID-19        

Vaccine. 

Myocarditis and Pericarditis 

Reports of adverse events following use of the Moderna COVID-19        

Vaccine under EUA suggest increased risks of myocarditis and            

pericarditis, particularly following the second dose. Typically, onset of 

symptoms has been within a few days following receipt of the Moderna 

COVID-19 Vaccine. Available data from short-term follow-up suggest that 

most individuals have had resolution of symptoms, but information is not 

yet available about potential long-term sequelae. The decision to         

administer the Moderna COVID-19 Vaccine to an individual with a history 

of myocarditis or pericarditis should take into account the individual’s  

clinical circumstances.  

Altered Immunocompetence 

Immunocompromised persons, including individuals receiving immuno-

suppressant therapy, may have a diminished immune response to the            

Moderna COVID-19 Vaccine. 

Limitations of Vaccine Effectiveness 

The Moderna COVID-19 Vaccine may not protect all vaccine recipients. 

Additional adverse reactions, some of which may be serious, may             

become apparent with more widespread use of the Moderna COVID-19 
Vaccine. 


