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(EMA: COVID-19 vaccine safety update, Comirnaty-December 9, 2021)
https://www.ema.europa.eu/en/documents/covid-19-vaccine-safety-update/covid-19-vaccine-safety-update-comirnaty-9-december-2021 en.pdf

(EMA: COVID-19 vaccine safety update, Spikevax-December 9, 2021)
https://www.ema.europa.eu/en/documents/covid-19-vaccine-safety-update/covid-19-vaccine-safety-update-spikevax-previously-covid-19-vaccine-moderna-9-december-2021 en.pdf
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Table 3 Adverse reactio
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n or obstetric and gynecological symptoms of pregnant women after vaccination

First vaccination Second vaccination p-Value® Effect size®
% %
Adve tion: (n = 5032) (n = 4587)
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Using the chi-squared test or
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exact test. and "Effect size was ca

lculated by Cramer’s V (0

.1: small, 20.3: medium, 20.5: large) for

Komine-Aizawa S, Haruyama Y, Deguchi M, et al. The vaccination status and adverse effects of COVID-19 vaccine among pregnant women in Japan in 2021. J Obstet Gynaecol

Res. 2022.

2. Lee YW, Lim SY, Lee JH, et al. Adverse Reactions of the Second Dose of the BNT162b2 mRNA COVID-19 Vaccine in Healthcare Workers in Korea. J Korean Med Sci.

2021;36(21):e153.
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TABLE 2. Incidence of cardiac outcomes among males aged =5 years after SARS-CoV-2 infection or mRNA COVID-19 vaccination and risk ratios,
by age group and risk window — National Patient-Centered Clinical Research Network, United States, January 1, 2021-January 31, 2022

Risk ratio (95% CI) SARS-CoV-2 infection versus mRNA COVID-19 vaccination
mRNA COVID-19 vaccination cohort

Incidence® among males
mRNA COVID-19 vaccination cohort

Age group, yrs/ SARS-CoV-2

PHIO— FHOCEL VDI END

WTIFEBBINTULALL,

Qutcome/ infection First Second Unspecified  Any First Second Unspecified Any

Risk window cohort? doseS dose® dose’ dose** dose® doseS dose dose**

5-111t

Myocarditis

7-day 12,6 0 0 0 0 NC NC NC NC

21-day 17.6 4.0 0 6.5 3.2 4.4 (0.5-35.7) NC 2.7(0.3-22.7) 54(1.1-26.1)

Myocarditis or pericarditis

7-day 126 0 4] 0 0 NC NC NC NC

21-day 17.6 4.0 4] 6.5 3.2 4.4(0.5-35.7) NC 2.7 (0.3-22.1) 54(1.1-26.1)

Myocarditis, pericarditis, or MISS§

7-day 93.0 —m — — — NC NC NC NC

21-day 103.0 — — — — 25.7(3.5-187.0) NC 16.0(2.2-116.0) 31.7(7.7-131.2)

42-day 133.2 — —_ — —_ 33.3 (4.6-240.5) 28.2(3.9-203.9) 10.3(2.5-42.3) 20.5(7.4-56.7)

12171

Myocarditis

7-day 50.1 22 22.0 16.7 129 23.0(5.3-99.5) 23(1.2-4.4) 3.0(1.3-6.7) 3.9(21-7.0)

21-day 59.0 33 26.7 204 16.0 18.0 (5.4-60.6) 2.2(1.2-4.0) 29(1.4-6.0) 3.7(21-64)
[yocarditis or pericarditis

7-day 56.0 22 26.7 223 16.0 25.7(6.0-110.3) 21(1.1-3.9) 2.5(1.2-5.2) 3.5(2.0-6.1)

21-day 64.9 33 359 29.7 21.6 19.8 (5.9-66.2) 1.8(1.0-3.1) 2.2(1.1-4.2) 3.0(1.8-5.0)

Myocarditis, pericarditis, or MISSS

7-day 150.5 — - — - 69.0 (16.8-283.2) 5.6(3.5-9.2) 6.8(3.6-12.7) 9.4 (6.2-14.4)

21-day 159.3 — — — — 48.7 (15.2-155.7) 4.4(29-6.9) 5.4(3.1-9.4) 74(5.0-108)

42-day 180.0 — — — — 4.9(3.2-7.4) 4.6 (3.0-6.9) 5.4(3.2-9.1) 4.9 (3.5-6.7)

18-29

Myocarditis

7-day 553 0.9 6.5 70 4.6 61.8(8.5-451.8) 85(37-19.1) 7.9(3.3-19.0) 12.0 (6.4-22.5)

21-day 63.7 36 8.4 1.6 7.5 17.8 (6.4-49.8) 76(3.7-15.7) 5.5(2.7-11.0) 8.4(5.0-14.2)

Myocarditis or pericarditis

7-day 85.5 27 121 220 1.5 31.8(9.9-102.0) 7.0(3.8-129) 3.9(2.3-6.6) 7.4 (48-115)

21-day 100.6 8.1 15.0 278 16.1 12.5(6.2-25.2) 6.7 (3.9-11.7) 3.6(2.3-5.8) 6.3 (4.3-9.1)

Myocarditis, pericarditis, or MISSS

7-day 97.2 — - - _ 36.2(11.3-115.5) 8.0(44-14.6) 4.4(2.6-7.4) 8.5(5.6-12.9)

21-day 1123 — — — — 13.9(7.0-28.0) 7.5(4.4-13.0) 4.0(2.5-6.4) 7.0(4.8-10.)

42-day 140.8 — — — — 7.2(4.5-11.4) 8.4(5.0-13.9) 4.5 (2.9-6.9) 6.4 (4.6-8.8)

=30

Myocarditis

7-day 57.2 0.9 0.5 3.0 13 67.2(31.4-143.8) 115.2(42.6-311.7) 18.9(11.2-31.7) 45.7 (30.2-69.2)

21-day 63.0 19 1.2 4.2 2.2 32.4(19.3-54.3) 50.8 (26.7-96.4) 15.1(9.7-23.7) 28.3(204-39.3)

Myocarditis or pericarditis

7-day 100.2 38 31 15.0 6.3 26.6(18.2-38.7) 32.3(21.3-48.8) 6.7 (5.2-8.6) 16.0(12.9-19.8)

21-day 114.0 73 73 201 10.4 15.6(11.8-20.7) 15.6(11.7-20.7) 5.7 (4.5-7.1) 109(9.1-13.1)

Myocarditis, pericarditis, or MISS%

7-day 109.1 — —_ —_ —_ 28.9(19.9-42.0) 35.1(233-53.0) 7.3(5.7-9.4) 17.4(14.1-21.5)

21-day 123.0 — — — — 16.8(12.7-22.3) 16.8(12.7-222) 6.1(4.9-7.7) 11.8(9.9-14.0)

42-day 136.8 — — — — 10.7 (8.6-13.4) 10.8 (8.6-13.5) 5.4 (4.4-6.7) 8.7 (7.4-10.1)
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