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Pull back plunger to 1.8mL
to remove air from vial
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Table 1. Frequencies in of solicited adverse events reported in the phase 2/3 trial of
Pfizer-BioNTech COVID-19 vaccine (tozinameran) for participants 18-55 years of age.

Dose 1 Dose 2
Pfizer-BioNTech Placebo Pfizer-BioNTech Placebo
COVID-19 vaccine COVID-19 vaccine
N=2291 N=2098
% N=2298 % N=2103
% %

Local reaction
Redness

Any 4.5 1.1 5.9 0.7

Severe 0.3 0.2 0.5 0
Swelling

Any 5.8 0.5 6.3 0.2

Severe 0.2 0.1 0.3 0
Pain at injection site ‘ ‘ ‘

Any 83.1 14 77.8 11.7

Severe 1.0 0.1 1.2 0
Systemic reactions ‘ ‘ ‘
Fever

>38°C 3.7 0.9 15.8 0.5

>38.9°C 0.3 0.2 1.2 0.1
Fatigue

Any 47.4 334 59.4 22.8

Severe 1.4 0.5 4.6 0.7
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Headache
Any 41.9 33.7 51.7 24.1
Severe 1.0 0.8 3.2 0.7
Chills
Any 14.0 6.4 35.1 3.8
Severe 0.4 0.1 2.1 0
Vomiting
Any 1.2 1.2 1.9 1.2
Severe 0 0 0.2 0
Diarrhea
Any 11.1 11.7 10.4 8.4
Severe 0.1 0 0.2 0
New or worsened muscle pain
Any 11.0 6.0 21.9 5.2
Severe 0.2 0 1.0 0.2

Table 2. Frequencies in of solicited adverse events reported in the phase 2/3 trial of

Pfizer-BioNTech COVID-19 vaccine (tozinameran) for participants >56 years of age.

Dose 1 Dose 2
Pfizer-BioNTech Placebo Pfizer-BioNTech Placebo
COVID-19 COVID-19
vaccine vaccine
N=2291 N=2298 N=2098 N=2103
% % % %

Local reactions
Redness

Any 4.7 1.1 7.2 0.7

Severe 0.2 0.1 0.5 0.1
Swelling

Any 6.5 1.2 7.5 0.7

Severe 0.1 0 0.2 0.1
Pain at injection site

Any 711 9.3 66.1 7.7

Severe 0.2 0 0.5 0
Systemic reactions
Fever

>38°C 14 0.4 10.9 0.2

>38.9°C 0.1 0.1 0.3 0.1
Fatigue

Any 34.1 22.6 50.5 16.8

Severe 0.1 0.2 2.8 0.1
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Headache
Any 25.2 18.1 39.0 13.9
Severe 0.1 0.2 0.5 0.2
Chills
Any 6.3 3.2 22.7 2.8
Severe 0 0.1 1.0 0
Vomiting
Any 0.5 0.5 0.7 0.3
Severe 0 0 0.1 0
Diarrhea
Any 8.2 6.6 8.3 6.0
Severe 0.2 0.1 0.1 0.2
New or worsened muscle pain
Any 13.9 8.3 28.7 5.3
Severe 0.1 0.2 1.0 0.1
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e mMRNA,

e lipids ((4-hydroxybutyl)azanediyl)bis(hexane-6,1-diyl)bis(2-hexyldecanoate), 2

[(polyethylene glycol)-2000]-N,N-ditetradecylacetamide, 1,2-Distearoyl-sn-glycero-3-

phosphocholine, and cholesterol),
e potassium chloride,
e monobasic potassium phosphate,
e sodium chloride,
e dibasic sodium phosphate dihydrate, or
e sucrose.
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e Differentiating fainting (vasovagal syncope) from anaphylaxis

Fainting Anaphylaxis
Onset Usually at the time or soon after injection Usually some delay between 5-30 minutes
after injection
Symptoms
Skin Pale, sweaty, cold and clammy Red, raised, and itchy rash; swollen eyes,

face; generalized rash.

Respiratory

Normal to deep breaths Noisy breathing from airways obstruction
(wheeze or stridor )

Cardiovascular Bradycardia Tachycardia
Transient hypotension Hypotension
Gastrointestinal Nausea/Vomiting Abdominal cramps
Neurological Transient loss of consciousness, good Loss of consciousness, little response once
response once prone prone
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