
With US approval of one coronavirus vaccine and recent approval of a second, many healthcare professionals 

have questions surrounding the overall safety and efficacy of the vaccines1. The most common concerns include: 

 Speed: Reluctance secondary to “warp speed”

 Components: The mRNA platform and lack of human data

 Reported claims and rumors

The goal of this education is not to influence acceptance but to provide accurate facts and information to 

alleviate fears and address common questions surrounding the new and upcoming COVID-19 vaccines. 

A. Why is this the first mRNA vaccine, why now?

Research on mRNA vaccines began in the early 1990’s and is not brand new. Advances in technology within 
the last 10 years has improved the possibility of developments and testing against multiple viral diseases has 
occurred in animal. A mRNA vaccine platform was utilized primarily due to the feasibility of rapid and mass 
manufacturing and safety expectations. Design of the spike protein mRNA component began in January, as 
soon as the viral genome was available1.

B. This was all too fast.

The name Operation Warp Speed resulted in significant anxiety since vaccines typically take years to roll 

out. The premise behind “Operation Warp Speed” was to rapidly drive manufacturing, not testing and 

approval. To avoid any anticipated delays in manufacturing that would slow the rollout, companies began 

mass production even before anyone knew the vaccines worked. The below phases are conducted on all 

vaccines. Theses phases were completed for the COVID-19 vaccines as well, in a parallel approach as 

opposed to sequentially. The vast number of cases accelerated the results of the efficacy trials shortening the 

time to hit the thresholds of events to complete phase 31. 

C. Comparison of the vaccines??

The first patients received the vaccine in March.

 The Pfizer vaccine phase 3 trial included > 43,000 people

 The Moderna vaccine phase 3 has had > 30,000 people

D. What are the common side effects2,3?

The most common adverse events emerge right after a vaccination. Monitoring and documentation will

continue.  The CDC released the v-safe app to help with post-vaccination surveillance and monitoring.  Side

effects may be more common with the second dose.
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       Most Common2,3: 

 Local reactions (injection site pain, swelling, erythema, localized axillary lymphadenopathy)

 80-90 % develop mild localized reactions

 Systemic Reactions (fever, fatigue, headache, chills, myalgia, arthralgia)

 55-80 % develop mild systemic reactions

 Side effects appear to be more common however the occurrence rate is actually “as expected”

compared to other vaccines.

E. Media reported adverse reactions.

a. Anaphalxis4:

 The UK reported two healthcare workers vaccinated in the initial rollout of the Pfizer vaccine 
had what seems to have been a severe allergic response. Both recipients had a history of 
anaphylactic allergic responses and carried Epi-Pens, and both recovered. During the trial, 
allergic reaction rates were 0.63% in the vaccine group and 0.51% in the placebo group. UK 
regulators are now recommending that patients with a history of severe allergies not receive the 
vaccine at the current time.

 This recommendation is also being implemented in the US.

 Additional adverse reactions, as always, may become apparent with more widespread use of the 
vaccine and recipients will continue to be monitored. 

Vaccine Hypersensitivity Placebo Hypersensitivity 

Pfizer COVID-19 0.6 % 0.5 % 

Moderna COVID-19 1.5 % 1.1 % 

b. Bell's palsy

 Facebook report claiming that 4 individuals who received the Pfizer vaccine develop Bell's

palsy

 The FDA reviewed the finding of the 4 cases and deemed unrelated based on the following.

i. Symptoms occurred at different time points post vaccination

ii. Given the large sample size in the trials and the average rate of Bell’s palsy, finding

were found to be consistent with the expected background rate in the general

population. Therefore the ruling was that there is no clear basis upon which to

conclude a causal relationship between the vaccine and the occurrence of Bell's palsy.

F. What about children and pregnant women1?

Children and pregnant or lactating women were not included in the trials. As of October, Pfizer began

studying patients as young as 12 years of age. Currently there is no data in pregnant and lactating women.

There were women in the clinical trial who did become pregnant during the trial.  They are being

followed prospectively by both companies.



G. COVID-19 Vaccine Comparison
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