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74— J0F0 XEH
E1[E#EFE 1,893,360 doses (1)

m 175 cases of severe allergic reaction,
including anaphylaxis

m 21 cases of anaphylaxis (a rate of 11.1 per
million doses administered) 21/175=12%

m 17/21 persons had a documented history of
allergies or allergic reactions.

m 7/17 cases had a history of anaphylaxis.




774 —DOFy KE
E1[E#EFE 1,893,360 doses (2)

= The median interval from vaccine receipt to
symptom onset was 13 min (2—150 min)

= Among 20 persons with follow-up
information available, all had recovered or
been discharged home.

= Of the remaining case reports that were
determined not to be anaphylaxis, 86/154
were judged to be nonanaphylaxis allergic
reactions, and 61 were considered
nonallergic adverse events.
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aARF DIFY

VI)F> D Excipients
] RAFSAT (BRHZR)

MRNA Pfizer-BioNTech PEG 2000
MRNA Moderna PEG 2000
Adenovirus vector AstraZeneca nolysorbate 80
Adenovirus vector Janssen polysorbate 80
Protein subunit Novavax nolysorbate 80
Protein subunit Sanofi nolysorbate 20




74—t DI IFUIZEENSD
excipients (BRAZHI. FRMH)

m 0.43 mg ((4-hydroxybutyl)azanediyl)bis(hexane—6,1-
diyl)bis(2—hexyldecanoate), 0.05 mg 2[(polyethylene
glycol)-2000]-N,N—ditetradecylacetamide, 0.09 mg
1,2—distearoyl-sn—glycero—3—phosphocholine, and
0.2 mg cholesterol, 0.01 mg potassium chloride, 0.01
mg monobasic potassium phosphate, 0.36 mg
sodium chloride, 0.07 mg dibasic sodium phosphate
dihydrate, and 6 mg sucrose. The diluent (0.9%
sodium chloride Injection) contributes an additional
2.16 mg sodium chloride per dose
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Figure 4:
Cases of anaphylaxis reported to the FDA (FAERS) implicating PEG containing bowel
preparations or laxatives, by year.
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Antihistamines may be given as adjunctive
treatment, but should not be used as initial
or sole treatment for anaphylaxis.
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