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TABLE 1. Characteristics of reported cases of anaphylaxis (n = 21) after receipt of Pfizer-BioNTech COVID-19 vaccine — Vaccine Adverse Events
Reporting System (VAERS), United States, December 14-23, 2020

Past history

&I, KEICHBITL2 774 —1ET I F

Onset
Allergies or after
Age allergic receipt Signs and Treatment Epi Brighton Outcome or
(yrs) Sex reactions* Anaphylaxis (mins) symptoms setting?  received levelS disposition"
27 F  Tropical fruit No 2 Diffuse erythematous rash, ED Yes Recovered at
sensation of throat closure time of report
35 M No No 5 Diffuse erythematous rash, ED Yes 1 Discharged home
swollen tongue
55 F  Rabies vaccine Yes, rabies vaccine 5 Generalized urticaria, wheezing Inpatient Yes 1 Discharged home
52 F  Sulfadrugs Yes, sulfa drugs 7  Wheezing, stridor, nausea Inpatient Yes 1 Discharged home
30 F  Beesting No 8 Generalized urticaria, wheezing Inpatient Yes 1 Recovered at
time of report
32 F  No No 10 Diffuse erythematous rash, Inpatient Yes 2 Discharged home
difficulty breathing
60 F Eggs, milk, sulfa Yes, jellyfish sting 10 Diffuse erythematous rash, ED Yes 2 Recovered at
drugs, jellyfish sting hoarseness time of report
29 F  Shellfish, eggs No 10 Generalized urticaria, swollen lips  ED Yes 1 Discharged home
and tongue
52 F Metoprolol, No 10  Generalized urticaria, stridor, ED Yes 1 Recovered at
clarithromycin wheezing time of report
49 F  lodinated contrast No 13 Generalized urticaria, ED Yes 1 Recovered at
media swollen throat time of report
36 F  No No 13 Generalized urticaria, nausea ED Yes 2 Not specified
40 F  Sulfadrugs, walnuts Yes, walnuts 14 Generalized urticaria, nausea ED Yes 2 Discharged home
33 F  Wasp sting No 15 Diffuse erythematous rash, ED Yes 1 Recovered at
swollen lip time of report
41 F  Prochlorperazine Yes, 15 Diffuse erythematous rash, ED No 2 Discharged home
prochlorperazine persistent dry cough
57 F  Penicillin, Yes, unspecified 15  Diffuse pruritic rash, hoarseness ED Yes 2 Recovered at
azithromycin time of report
45 M No No 23 Generalized urticaria, ED Yes 2 Discharged home
swollen airway
46 F  Hydrocodone, nuts No 25 Diffuse erythematous rash, ED Yes 2 Discharged home
difficulty swallowing
30 F  Cats,dogs No 30 Generalized pruritis, wheezing ED No 2 Discharged home
44 F Influenza A(HIN1) Yes, 34  Generalized urticaria, swollen lips  ED Yes 1 Discharged home
vaccine influenza A(H1N1)
vaccine
29 F  Sulfadrugs No 54  Generalized urticaria, ED Yes 2 Recovered at
persistent cough time of report
29 F Steroids No 150 Diffuse pruritic rash, swollen lip ED Yes 1 Discharged home

VERBBOT ST 4 7 F T 214D ER.,
MR, 7LILX—EEREOEEEZDIER
FTEOH-HLD,

o EMEMEIIEEFBL o/ 1EH (20205
12 814H~12 823 H) #1905 [B1#E7E,
o LUDEEEREEIIEERIEEELRNINE
MR D EEE,
@ T4 T7F20ZDOEHITE T60K
LUFT, B4, 4194,
@ T4 TF—0K%DT T4 bnEE
DODARIF. U TDEEY
- LNV 1 10t
- L RJL 2 1

( TABLE1 O H £#)
Allergic Reactions Including Anaphylaxis After Receipt of the First Dose of
Pfizer-BioNTech COVID-19 Vaccine-United States, December 14-23, 2020
(Morbidity and Mortality Weekly Report January 15, 2021 / Vol. 70 / No. 2)

Abbreviations: COVID-19 = coronavirus disease 2019; ED = emergency department; epi = epinephrine; F = female; M = male.

* As documented in the VAERS report or medical records, or through confirmation with the treating health care provider or the patients themselves.
t Inpatient = inpatient hospitalization.
§ The Brighton Collaboration case definition uses combinations of symptoms to define levels of diagnostic certainty. Brighton Level 1 represents the highest level of diagnostic certainty that a reported case is indeed a case of anaphylaxis; Levels 2 and 3 are

successively lower levels of diagnostic certainty. Level 4 is a case reported as anaphylaxis but that does not meet the Brighton Collaboration case definition. Level 5 is a case that was neither reported as anaphylaxis nor meets the case definition

(https://doi.org/10.1016/j.vaccine.2007.02.064).

9 As documented in the description of the adverse event in the VAERS report in Box 18 or as document in recovery status in Box 20.
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Table. Characteristics of Reported Cases of Anaphylaxis Following

Receipt of Pfizer-BioNTech (9 943 247 Doses) and Moderna (7 581429
Doses) COVID-19 Vaccines—Vaccine Adverse Events Reporting System

(VAERS), US, December 14, 2020-January 18, 2021

/" No. (%) of cases \

Pfizer-BioNTech Moderna

Characteristics (n = 47) (n=19)
Age, median (range), y 39(27-63)* 41 (24-63)
Female sex 44 (94) 19 (100)
Minutes to symptom onset, 10(<1-1140[19 h])® 10 (1-45)
median (range)
Symptom onset, min

<15 34(76)° 16 (84)

<30 40 (89)° 17 (89)
Reported history®

Allergies or allergic reactions 36(77) 16 (84)

Prior anaphylaxis 16 (34) 5(26)
Vaccine dose

First 37 17

Second 4 1

Unknown 6 1
Brighton Collaboration
case definition level?

1 21 (45) 10(52)

2 23 (49) 8(43)

3 3 (6) 1(5)
Anaphylaxis reporting rate 25

(cases per million doses
administered)

k4.7 )

KT, KEICH 2774 —HHET I/ F o XRITTETILS
ﬁ%V?f/&@&®}f747#V —fEf (774 % —
*i-47fr5 TS 19%) OFER. MR, TLIILF—B
TREOBB|BEOBEREELHI-H D,

o VAV —HETIFrOEBERBIIEERKE, SK
1 F(2020%12 5140 ~202151 718 H) THJ994 /5 [al#x=
T,

@ VI T ATFL—ATED OB, Fhnlds6t (1% T RN
63U T T, wEH94a% (448) H#HD 5,

@ T T7ATFI—AIZDTTA M FEORRIE, LUT
DEFY

L X)L 1

L X)L 2

L X)L 3

218
;231
D3

(TABLED High)
Shimabukuro T, et al. Reports of Anaphylaxis After Receipt of mMRNA COVID-19 Vaccines in the US-
December 14, 2020-January 18, 2021. JAMA. Published online February 12, 2021.

Abbreviation: COVID-19, coronavirus disease 2019.

a Age missing in 1 Pfizer-BioNTech report.

b Time to symptom onset missing in 2 BioNTech reports.

¢ To rabies vaccine, influenza A(H1N1) vaccine, seasonal influenza vaccine, unspecified vaccines, gadolinium- and iodine-based
contrast media, unspecified intravenous contrast media, unspecified infusions, sulfa drugs, penicillin, prochlorperazine, latex,
walnuts, unspecified tree nuts, jellyfish stings, unspecified multiple environmental and food allergens, unspecified exposure.

d The Brighton Collaboration case definition uses combinations of symptoms to define levels of diagnostic certainty. Brighton level
1 represents the highest level of diagnostic certainty that a reported case represents anaphylaxis; levels 2 and 3 are successively
lower levels of diagnostic certainty. Level 4 is a case reported as anaphylaxis but that does not meet the Brighton Collaboration
case definition, and level 5 is a case that was neither reported as anaphylaxis 14
nor meets the case definition.
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Acute Allergic Reactions to mRNA COVID-19 Vaccines. JAMA Letters published online March 8, 2021

GIEARES)|
* MRNACOVID-197 7 F ¥ (7 7 A ¥ —HEX(TETIILFHE) EREOM T LIILF—RIGFHEER

(#1325 %]

+ COVID-197 7 F > O #)[B13EFE % 52 |F 7=Mass General Brigham (MGB ; E&E+* v b7 —72) DOFiE64,900 A % XI5
NETEEREESN
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(3% National Institute of Allergy and Infectious Diseases/Food Allergy and Anaphylaxis Network)
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Table 2. Anaphylaxis Cases After mMRNA COVID-19 Vaccination (n = 16)

No. (%)

Both mRNA vaccines (n = 16

. ¥
{ Pfizer-BioNTech (n = 7) }

Moderna (n = 9)

Prior allergic reactions
Prior anaphylaxis
Symptoms

Pruritus, urticaria, and/or angioedema
Sensation of throat closure, cough, wheeze, and/or dyspnea

Hypotension and/or tachycardia
Nausea, vomiting, and/or diarrhea
Minutes to onset, mean (SD) [range]
Symptom timing
<15 min
<30 min
Received epinephrine
Treatment setting®
Emergency department
Hospitalization
Intensive care unit
Brighton level?
1
2
3
NIAID/FAAN criteria®
Severity"
Grade |
Grade Il
Grade Il
Grade IV
Elevated tryptase?

A1 (12)
qi\13)

15 (94)
10 (63)
5(31)

14 (88)

14 (88)

7 (44)

8 (50)

17 (28) [1-120]

14 (88)
15 (94)
9 (56)

9 (56)
1(6)
1(6)

1(6)
13 (81)
2(13)
9 (56)

7 (44)
9 (56)
0

0
1(6)

A1 (14)
Fi\iq)

6 (86)
3 (43)°
1(14)

6 (86)
6 (86)
3(43)
3(43)
14 (7) [10-30]

6 (86)
7 (100)
6 (86)

4(57)
1(14)
1(14)

0

7 (100)
0
4(57)

3(43)
4(57)
0

\_:

)

A1 (12)
Fi\13)

9(100)
7 (78)°
4.(44)

8(89)
8(89)
4 (44)
5 (56)
19 (38) [1-120]

8(89)
8(89)
3(33)

5(56)
0
0

1(11)
6(67)
2(22)
5(56)

4 (44)
5 (56)
0
0
1(11)

Abbreviations: mMRNA messenger RNA; NIAID/FAAN, National Institute of Allergy and Infectious Diseases/Food Allergy and Anaphylaxis Network.

a Allergies to (1) dexamethasone and propranolol, (2) penicillin and measles, mumps, and rubella vaccine, and (3) venom, tree nuts, shellfish, aspirin,and sulfites.

FlI. 774 —H1H&ET I FUOXRIEET
IWHHET 7 F o EER. FPFIRICK -
TT7F747F>—HTEIN/-HERE
#1644 (NR: 774174, T
L F#9%) DEM. MR, T LIIL¥—
BIEREOBEEZDERZFETEDHI-HD,

@ VA —HET I F v DERERLK
ISEREREE D 524 B (20201248
16 H~2021F2 8 12H)25,929([] 4=
&,

@ 77 45F—7ZDH b, THEH
86% (6%) *H® 5,

@ T4 T7F—T7ZDT A by
Bl TL N2

b Allergies to (1) gadolinium, (2) tree nuts and sulfonamide antibiotics, (3) sulfonamide antibiotics and cat dander, (4) peanuts, tree nuts, and morphine, (5) shellfish, tree nuts, and sulfonamide antibiotics, (6) ciprofloxacin, and (7) peanut, penicillin, sulfonamide

antibiotics, and gadolinium.

¢ Highest level of care reported. There were 3 employees who did not seek treatment, 1 employee who was treated in an urgent care clinic, and 1employee who was treated in the Mass General Brigham health system vaccine clinic.
d The Brighton Collaboration2 case definition uses combinations of symptoms to define levels of diagnostic certainty. Brighton level 1 represents the highest level of diagnostic certainty that a reported case represents anaphylaxis; levels 2 and 3 are
successively lower levels of diagnostic certainty; level 4 is a case reported as anaphylaxis but that does not meet the Brighton Collaboration case definition; and level 5 is a case that was neither reported as anaphylaxis nor meets the case definition. This study

considered only Brighton level 1 or 2 as anaphylaxis cases. Brighton level 3 casesmet NIAID/FAAN clinical criteria.3

e NIAID/FAAN clinical criteria3 for the diagnosis of anaphylaxis must meet 1 of the following criteria: (1) acute onset with involvement of skin and/or mucosal tissue and either (a) respiratory compromise or (b) reduced blood pressure or associated symptoms of
end organ dysfunction; (2) 2 or more of the following occur after exposure to a likely allergen for that patient: (a) involvement of skin or mucosal tissue, (b) respiratory compromise, (c) reduced blood pressure or associated symptoms, or (d) persistent
gastrointestinal symptoms; and (3) reduced blood pressure after exposure to a known allergen for that patient.
f Grade I, cutaneous symptoms; grade II, measurable but not life—threatening symptoms; grade III, life—threatening symptoms; grade 1V, cardiac and/or respiratory arrest. Based on a scale of anaphylactoid reactions in Lancet. 1977;1(8009):466—-469.

g Tryptase was captured acutely in 5 (32%) cases. An elevated tryptase level was defined as either above the upper limit of normal or >(2 + 1.2 X baseline tryptase level). One patient with a baseline tryptase of 4.3 ng/mL had an acute tryptase of 7.7 ng/mL 16

associated with Moderna vaccine anaphylaxis.
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