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£213 1~4EEREROBAEREEETESR (Safety Analysis Set)

Primary Series

Booster Vaccination

(Group B2)
Vaccination 1 Vaccination 2 Vaccination 3 Vaccination 4
(N1 =253) (N2 =1250) MN3=97) (N4 =41)
n (%) n (%) n (%) n (%)
Any solicited local TEAE 131 (51.8) 175 (70.0) 20 (82.5) 30 (73.2)
Grade 3 1{0.4) 13(53.2) 12(12.4) 8(19.5)
Grade 4 0 0 1{1.0) 0
Pain 7E7 68 (26.9) 114 (45.6) 53 (54.6) 22 (53.7)
Grade 3 0 5(2.0) 1(41) 2 (4.9)
Grade 4 0 0 1{1.0) 0
Tenderness [+ 122(48.2) 163 (65.2) 79 (81.4) 29 (70.7)
Grade 3 1(0.4) 9(3.6) 8(8.2) 3(7.3)
Grade 4 0 0 1(1.0) 0
Erythema #LHE 2(0.8) 12 (4.8) 10(10.3) 8(19.5)
Grade 3 0 3(1.2) 1{1.0) 6(14.6)
Grade 4 1] 0 1] 0
Swelling  FEAR. /T #s 2(0.8) 14 (56) 11(113) 5(122)
Grade 3 0 1(0.4) 221 2(4.9)
0 0 0 0

®2-14 1~4EEHEERZOEZEHBEESTER (Safety Analysis Set)

Primary Series

(Group B)

Booster Vaccination

(Group B2)

Vaccination 1

Vaccination 2

Vaccination 3

Vaccination 4

(N1 =255) (N2 =250%) (N3 =98) (N4 = 41)
1 (%) n (%) n (%) n (%)
Any solicited systemic TEAE 112 (43.9) 132 (52.8) 75 (76.5) 28 (68.3)
Grade 3 10 (3.9) 14 (5.6) 14 (14.3) 7(17.1)
Grade 4 0 0 1(1.0) 0
Temperature/fever ¥ 6(2.4) 11 (4.4) 17 (17.3) 4(9.8)
Grade 3 3(1.2) 1(0.4) 1(1.0) 0
Grade 4 0 0 0 0
Headache HHYH 55 (21.6) 74 (29.6) 45 (45.9) 18 (43.9)
Grade 3 1(0.4) 5(2.0) 4(4.1) 2(4.9)
Grade 4 0 0 1(1.0 0
Fatigue %% 59 (23.1) 89 (35.6) 62 (63.3) 23 (56.1)
Grade 3 5(2.0) 7 (2.8) 12 (12.2) 5(12.2)
Grade 4 0 0 0 0
Malaise f&&E % 31(12.2) 66 (26.4) 46 (46.9) 18 (43.9)
Grade 3 6(2.4) 6(2.4) 6(6.1) 4(9.8)
Grade 4 0 o 1(1.0) 0
Joint pain/arthralgia B 17 (6.7) 37(14.8) 28 (28.6) 8 (19.5)
Grade 3 2(0.8) 3(1.2) 4(4.1) 1024
Grade 4 o (1] 0 (]
Muscle pain/myalgia 5 5 51 (20.0) 77 (30.8) 50 (51.0) 15 (36.6)
Grade 3 2(0.8) 6(2.4) 7(7.1) 4(9.8)
Grade 4 0 Q 1(1.0) 0
Nausea/vomiting 0/ I} 15 (5.9) 18 (7.2) 13 (13.3) 6(14.6)
Grade 3 1(04) 0 0 0
Grade 4 1] 0 0 01 A
_= T

Source: Table 14.3.3.1.2 and Table 14.3.3.1 2a.

a N2 = 249 for the temperature/fever category.
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https://www.cdc.gov/coronavirus/2019-ncov/vaccines/booster-shot.html
https://www.cdc.gov/vaccines/covid-19/clinical-considerations/interim-considerations-us.html#recommendations
https://www.cdc.gov/media/releases/2022/s0328-covid-19-boosters.html
https://www.cdc.gov/vaccines/covid-19/clinical-considerations/covid-19-vaccines-us.html
https://www.cdc.gov/media/releases/2022/s0719-covid-novavax-vaccine.html
https://www.cdc.gov/media/releases/2022/s0519-covid-booster-acip.html
https://www.cdc.gov/media/releases/2022/s1012-COVID-19-Vaccines.html
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https://www.gov.uk/government/publications/covid-19-response-autumn-and-winter-plan-2021/covid-19-response-autumn-and-winter-plan-2021
https://www.gov.uk/government/news/jcvi-issues-updated-advice-on-covid-19-booster-vaccination
https://www.nhs.uk/conditions/coronavirus-covid-19/coronavirus-vaccination/coronavirus-booster-vaccine/
https://www.gov.uk/government/publications/jcvi-statement-on-the-adult-covid-19-booster-vaccination-programme-and-the-omicron-variant/jcvi-statement-on-the-adult-covid-19-booster-vaccination-programme-and-the-omicron-variant-7-january-2022
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/1058449/UKHSA-12308-COVID-19-spring-booster-guide-for-over-75s.pdf
https://www.gov.uk/government/publications/covid-19-vaccination-spring-booster-resources/a-guide-to-the-spring-booster-for-those-aged-75-years-and-older-residents-in-care-homes#fn:1
https://www.gov.uk/government/publications/jcvi-interim-statement-on-covid-19-autumn-2022-vaccination-programme/joint-committee-on-vaccination-and-immunisation-jcvi-interim-statement-on-the-covid-19-vaccination-programme-for-autumn-2022
https://www.gov.uk/government/publications/jcvi-interim-statement-on-covid-19-autumn-2022-vaccination-programme/joint-committee-on-vaccination-and-immunisation-jcvi-interim-statement-on-the-covid-19-vaccination-programme-for-autumn-2022
https://www.gov.uk/government/publications/jcvi-updated-statement-on-the-covid-19-vaccination-programme-for-autumn-2022/joint-committee-on-vaccination-and-immunisation-jcvi-updated-statement-on-the-covid-19-vaccination-programme-for-autumn-2022
https://www.gov.uk/government/publications/covid-19-vaccines-for-autumn-2022-jcvi-advice-15-august-2022/jcvi-statement-on-the-covid-19-booster-vaccination-programme-for-autumn-2022-update-15-august-2022
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https://www.canada.ca/en/public-health/services/diseases/coronavirus-disease-covid-19/vaccines/how-vaccinated.html#a9
https://www.canada.ca/en/public-health/services/immunization/national-advisory-committee-on-immunization-naci/recommendations-use-novavax-nuvaxovid-covid-19-vaccine.html#a7
https://www.canada.ca/content/dam/phac-aspc/documents/services/immunization/national-advisory-committee-on-immunization-naci/naci-guidance-second-booster-dose-covid-19-vaccines.pdf
https://www.canada.ca/content/dam/phac-aspc/documents/services/immunization/national-advisory-committee-on-immunization-naci/naci-guidance-planning-fall-2022-covid-19-vaccine-booster.pdf
https://www.canada.ca/content/dam/phac-aspc/documents/services/immunization/national-advisory-committee-on-immunization-naci/guidance-covid-19-vaccine-booster-doses.pdf
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https://solidarites-sante.gouv.fr/IMG/pdf/dgs_urgent_90_rappel_vaccinal.pdf
https://www.has-sante.fr/jcms/p_3290614/fr/strategie-de-vaccination-contre-la-covid-19-place-d-un-rappel-par-le-vaccin-a-arnm-comirnaty
https://www.has-sante.fr/jcms/p_3283153/fr/covid-19-la-has-precise-les-populations-eligibles-a-une-dose-de-rappel-de-vaccin
https://solidarites-sante.gouv.fr/grands-dossiers/vaccin-covid-19/je-suis-un-particulier/dose-de-rappel-covid19
https://www.has-sante.fr/jcms/p_3306955/fr/covid-19-deux-recommandations-pour-contrer-omicron-et-ses-consequences
https://solidarites-sante.gouv.fr/IMG/pdf/recommandations_covid_19-3.pdf
https://www.has-sante.fr/jcms/p_3339407/fr/avis-n-2022-0030/sespev-du-12-mai-2022-du-college-de-la-haute-autorite-de-sante-relatif-aux-contre-indications-a-la-vaccination-contre-la-covid-19
https://solidarites-sante.gouv.fr/grands-dossiers/vaccin-covid-19/article/la-campagne-de-vaccination-automnale-contre-le-covid-19

2022104 28HKf =

ANECHSITAI3MBEIOFOIFEMEEORREICDONT

N rrwv

eERae

(#[El/EIIETE) 4 EEEEICDVNT 2022F MBS DIETEICDNT

EHEE HSRERUISERECET 3REDRS WHRBERVIEERIRECAET 3 REDIE
20204 12A~ (R@a. 202242 H8150) (FELL)

. SEAMEENS 3N AU EEB L. 70U EDE. 55U

EnizE (3ER) DEBEREE,. NEHRAFE. ROBIEENS 6 H AL

20219 1H~ HBBUREE - NERSEENRICIEREHEE,

B
Jé—obzuiiéiz )%41I5§|§2,>< 1 ({RE&A. 202248 H18H)

60RA LDE, BREBEZF DXL (IRBEAZED 5mA LD
&, MEMAFE. BAELY X TDH DfEE I
B, RUEER - NMERSE (CHEEz#E, 4[0BEEEN
EEN S 6 NHRBICIRHSNDINE., EHRERN DL,
EERRR (X 4 N A ([CREMERIEE. BL. REFREDIRE (LRI
[BHERENS 3 M A L LD EZE T TRz #E,

B IDIF> on] /RO DF> on] /RO DF >
. TpAH— (fRf2&. 20224 8 H18H&ILERA) (FE=m0)
. EFILF MRNAD O F > ZFERINRE,
e FAKRSEERAH (STIKO. 202249 B20H)
s Ytzr 12U EDE(CH T DBIMEEL L TAZ IO KRMIGDT D
o J)UNWOR F> (BA.1IMIGEIR(EBA.4-535EY) ZERT DT ENMFE
LUy,

%1 —EpiisCRAA. 33
SOURCE: R-Wi{Rfi#4, STIKO, STIKO



https://www.zusammengegencorona.de/impfen/aufklaerung-zum-impftermin/auffrischungsimpfung/
https://www.rki.de/DE/Content/Infekt/EpidBull/Archiv/2022/07/Art_01.html
https://www.rki.de/DE/Content/Kommissionen/STIKO/Empfehlungen/PM_2022-09-20.html
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https://www.gov.il/en/departments/news/30122021-05
https://www.gov.il/en/departments/news/31122021-01
https://www.gov.il/en/departments/news/02012022-04
https://www.gov.il/en/departments/news/26012022-02
https://corona.health.gov.il/en/vaccine-for-covid/
https://www.gov.il/en/departments/news/20092022-04
https://www.gov.il/en/departments/news/04092022-02
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https://extranet.who.int/pqweb/vaccines/covid-19-vaccines
https://www.who.int/news/item/17-05-2022-interim-statement-on-the-use-of-additional-booster-doses-of-emergency-use-listed-mrna-vaccines-against-covid-19
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https://vaccination-info.eu/en/covid-19/covid-19-vaccines
https://www.ema.europa.eu/en/news/comirnaty-spikevax-ema-recommendations-extra-doses-boosters
https://www.ema.europa.eu/en/news/spikevax-ema-recommendation-booster
https://www.ema.europa.eu/en/news/ema-ecdc-recommendations-heterologous-vaccination-courses-against-covid-19
https://www.ema.europa.eu/en/news/ema-recommends-authorisation-booster-doses-comirnaty-12-years-age
https://www.ema.europa.eu/en/documents/public-statement/covid-19-joint-statement-ecdc-ema-administration-fourth-dose-mrna-vaccines_.pdf
https://www.ema.europa.eu/en/news/ecdc-ema-update-recommendations-additional-booster-doses-mrna-covid-19-vaccines
https://www.ema.europa.eu/en/documents/public-statement/ecdc-ema-statement-booster-vaccination-omicron-adapted-bivalent-covid-19-vaccines_-0.pdf
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