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Myocarditis/pericarditis in association with COVID-19 immunisation: Case reports received by Swissmedic
Swissmedic Vigilance-News Edition 27 — November 2021

HEAIH :2021/11/29

https://www.swissmedic.ch/swissmedic/en/home/humanarzneimittel/market-surveillance/pharmacovigilance/vigila

nce-news/vigilance-news-27.html

https://www.swissmedic.ch/dam/swissmedic/en/dokumente/marktueberwachung/vigilance/vigilance-news-novemb

er2021.pdf.download.pdf/ENG_Vigilance-News-Edition 27 2021%2011%2029.pdf

SARS-CoV-27 A /L AIZH LTSN TND T Z7F 21E, BEh~DOfE 2310 TRFRENIZmRNA S —AD
77 F > (Pfizertl/BioNTecht1: 87 75 33 L UModernath BT 7 F2) W& FILTERY, ZOREMEOGIN72
FEA 2N FEF I BB CTHD, 20214E3 A KL TIZ, SwissmedicAlX, 77T LM L O W I 1) BEE A3 5 oA 7-357%
D BB DR DI DOMIEEZ T, A AT T )LV TR NS SN D LD, COVID-197 75 42
R ZVELZNOORIBONE, EERR7RT 7—~at oI RZBIT D T 2 2 R E L TR ELT,
AAAZTIHEFEFEZ IR LT, mRNAV ZF o LU ROTEFIEOBER LN LI L, £7-F DR HET
HTHHIEN20214F6 A4 HIZHRYNTBMENTY , REEF T, AMADRET 7 —~vaB VI AT —H
R—2% H\ T, COVID-197 7 F > $2 Tt O U i KA B 3~ DIE Bl 35 ORFM 217 > 7=,

20218 A 13 HIF s C, X TDCOVID-197 7 F 2D\ T, MedDRA D HAGE (PT) B [0l 4%
(myocarditis) | (n=73) F7=I% LMES (pericarditis) | (n=22) 23 HE ZFVIIEFIA395BIHY, Ziba 4 (B O fE#T
WAHIR AU, TE R T R&EZEIZ, PTO LR I OFERIO—EE (n=5) TIL, (OIEBE O B LRI T
(PT: MO FEIRATH (pericardial effusion) |) . 2JEFIDS D, 8145]iZModernatth:dDCOVID-19V 275 [ “Spikevax” |
EORETHESI, 136X Pfizertl/BioNTechtEd D 7 F L Bt DAEFI & L TS STz, 18O ERT
%, V7F L DORIE TR ESIV TR T,

WU 7F L OHEEGDEDLE, BHEFBVETIBIT D0 RICIER OGO FHANEIL, 77 T7 REgA
FaBELUCGHRLUEHIFRHMEL LT, SRR D272, I, 4064 O B BE O & Fin)E
(T72bH, 10~195%, 20~295%, 30~39%) T—EL T, FEREARFHELL A mA o7,

AR OIEFIER TIL, DFRADIER OZEHE, KECDCODRUE ([ZhE > THIESIL(FLD), K5 OAEH]
(n=90, 94.7%) TU I F 1 LD RAHEIZ DUV T AIBEME AN B\ (probable) | (n=57) F721% I & 1Y (confirmed) |
(n=33) LRHliE Tz, ZHDDORERIHE DT, AR EERIEIR, 205 ONDDFh 2RI FF B A7 MR A s 5
(s, WPk RS, B, haR= 80, —BEPEOHDIMRIFT 7R E) 38 L OV EIZ TR IR B 7 A s
R (ECGEHE AT, L —F/2 I IMRIFT WIZ KD L FRIEITRE R L) AitikS Tz,

A the Swiss Agency for Therapeutic Products: & 35 36 L ONE BRI BE 3D A1 20D K il #
B preferred term: [E3E5 A F X GIT, ICH [EEREFEIFESE (MedDRA) O PT 35 THRE S5,
1


https://www.swissmedic.ch/swissmedic/en/home/humanarzneimittel/market-surveillance/pharmacovigilance/vigilance-news/vigilance-news-27.html
https://www.swissmedic.ch/swissmedic/en/home/humanarzneimittel/market-surveillance/pharmacovigilance/vigilance-news/vigilance-news-27.html
https://www.swissmedic.ch/dam/swissmedic/en/dokumente/marktueberwachung/vigilance/vigilance-news-november2021.pdf.download.pdf/ENG_Vigilance-News-Edition_27_2021%2011%2029.pdf
https://www.swissmedic.ch/dam/swissmedic/en/dokumente/marktueberwachung/vigilance/vigilance-news-november2021.pdf.download.pdf/ENG_Vigilance-News-Edition_27_2021%2011%2029.pdf

K1 RN SWIEFIERITRBIT 5.0 HRIDERDZ

JEBIDAF T T EOBEN T rF o EBET S

Tl 7E A7 A5 AREME DS BV OE B
D% (PT) 73 27 43
DEZE (PT) 22 6 14
E 95 33 57

T ARTOFEFI DN EIE LGS T (n=95, 100%) . 864 (89.5%) 1T APtz B9 DHEIR, 761 (7.4%) 114
i zaE 7 (life threatening) | R EFEATE A7z, 1BIORERIHRE T, LIHROBIERERIR S S,

FRETUT DR O D ASER TIX, BHE OFEIL16~885k CFHI395%) (27> Tz, ABELIZEE D
I, 18~735% (CFJ445%) Th-oTz,

— RN BT DD R DOBER O FH 7B & —E LT, RARUMIBHE (n=79, 83%) EFAERAITEL
AL, 18~44mz@$%f601ﬂ( RD63%) WSz, 361 (3%) 1X16~17% D EHE D4 H T TRAEL,

WSS ERICEIUE, 18] B R (n=33, 35%) L0, 2[8] B 8% (n=51, 54%) OIEFI3Z 0T, F&
AEFTOHE(TTO) C@%@ﬁaim H (#iPH:1H 2L ~26H) T, 18] B #£5% (TTODFHE11.3 H) KV
ty, 200 H R (TTODNEHIES.7H ) D J7 AMER DR N R NLHTH -7,

DR IDER DEFFERGBICOWTIE, IR IRIEEAE DR ENL TP EE Th-o7- (RE XA %108k
L72) o t2B DFE T HIABRNT, IR DOV THIREC S R LICRE BN L2 272 A%, 2O dUTRE Bl S
TA— LTIV AT AL, figkSivian, #3071, TR11E /2 (recovered/resolved) | (n=23, 24%) F7= 13 MEEHR/1H
KL 22%% (recovering/resolving) | (n=39, 41%) LR STz, 1961 (20%) Ti, AR CHEAFIL IR
[E118 (not recovered) | &X41, 1341 (13.7%) TlZ, Lo R L0IED DERIF N TAREA (unknown) | DEFE TH o7,

[E5EH) (fatal) | 70d8 R L7p S ToME— ORI, EAERELL CTEERBERBLMVEROH L&D B IMEEE
DIEFI Tl o7, ZOBEIICOVIDY 7 F - O Y)ElHEFEN 526 H # I HE DDA REFIELT, EunEEﬁéL&i%
L7, FRBEN CThHLPDEFIEIREATo72Ib b BT, DEME a7 TR L, SIS E2iE, B
DRI oo Te ZEZFRO DN O DT NG I TEY, VANLVANHK THLH AT fiimﬁ]b‘o

U T, COVID-197 7 F L H2FR & Ol 28 O BN AFAE LS5 R L BAFR DR I C 8 295 B2 BORE 1E, BLRE AL
THGTIEZRW, BEERANZIX, VI TF AT TREAESNT AL T H2 N E LDl E O AER, B&
WEIIT I TF o ~DRIESIETRE D3E 2 HidY,

ZOBFFITOWTIARAMR SR DL LTV R, DR O ENZRIEF EmRNAY 7 F o L O KRR BRICEL,
RS TRONIZTE T U AR BUEETESIL D 00D, EORER, FiL TIXZDOUAZ O A RetED B G E #RIC
FLAEH, HPCPCERAEF A ITIBAMIIL TN,

AA AT OIEFIBIS EIZ T2, S EIDFEGIEEFED DL R DI A2 EMEHEE T HZ LT TERY,
Swissmedic TIZ, (L2813 [ ‘Comirnaty’ 110 [ “Spikevax’ J|EDRHECLHME SN TS, LLND, H
FEREDRIHEDNTID 2 DOV I F L& T HZ L3 IERIC BN HHEE 2 i, ZOREE D=
ISAAAZTDL “Spikevax’ J DO LB ENZEIZEDEVIIAEBRINT DI LI TER, LIE3oC, DR DY
ATV FED DD FTREMEIC DV TE, KO KRBIBREAZ MR E LI DD T —HITh & DN TS HITRA - 1

€ time-to-onset
D Healthcare Professional Communication



T ARENRH D, Fiz, ZOLIIRIEROZ D% OGRS HERIRIZBL T, U T A S iR
T B LR IER ICEE THD,
(145 : Valeriu Toma, MD, Thomas Stammschulte, MD, Safety of Medicines division, Swissmedic)

RIS L OB EE R
1) Abu Mouch S, Roguin A, Hellou E, Ishai A, Shoshan U, Mahamid L, Zoabi M, Aisman M, Goldschmid N,
Berar Yanay N. Myocarditis following COVID-19 mRNA vaccination. Vaccine. 2021 Jun
29;39(29):3790-3793. doi: 10.1016/j.vac-cine.2021.05.087. Epub 2021 May 28. PMID: 34092429;
PMCID: PMC8162819

2) Investigation of reports of myocarditis in connec-tion with COVID-19 mRNA vaccines

3) CDC-Overview of Myocarditis and Pericarditis:
http://www.cdc.gov/vaccines/acip/meetings/downloads/slides-2021-06/02-COVID-Oster-508.pdf

4) Kang M, An J. Viral Myocarditis. In: StatPearls. Treasure Island (FL): StatPearls Publishing Copyright ©
2021, StatPearls Publishing LLC.; 2021.

5) Talotta R. Do COVID-19 RNA-based vaccines put at risk of immune-mediated diseases? In reply to
“Potential antigenic cross-reactivity between SARS-CoV-2 and human tissue with a possible link to an
increase in autoimmune diseases” Clin Immunol. 2021; 224.

6) DHPC — mRNA-Impfstoffe gegen COVID-19 (COVID-19 Vaccine Moderna und Comirnaty)
(swissmedic.ch)

BEFR
¥ =2 —3—F > RMEDSAFE(320214-12 20 B {1 C, [ ‘Comirnaty” ]2 I 0 28 /DB 3L 22 W]
BEPEIZ DU TAlert communicationB&2 ¥ H L7z, F£72, COVID-19V 7 F M 2 EHEE RICLD
[ ‘Comirnaty” J#EFEZ DO RIETHNZ DOV TORHIERE K2 A FK LT,

& BHE T ANIHSE R MR 2 HER
[WHO]Vol.19 No.25 (2021/12/09) RO2[COVID-197 7 F-> . MR D7 F )V |
COVID-197 7 F > QARSI BLLT DA RICBIL, 202145 5 B KE A CWHODEWER 7 — 4% —2A0D
VigiBase| Wl <40 TN B BITE R 22 M & ORIl 23 T it Tud,

E https://www.medsafe.govt.nz/safety/Alerts/comirnaty-myocarditis-reminder.htm

P https://www.health.govt.nz/news-media/media-releases/statement-covid-19-vaccine-independent-safety-monitoring-board

3



https://www.swissmedic.ch/swissmedic/en/home/news/coronavirus-covid-19/untersuchung-berichten-ueber-myokarditiden-zusammenhang-mrna-impfstoffe.html
http://www.cdc.gov/vaccines/acip/meetings/downloads/slides-2021-06/02-COVID-Oster-508.pdf
https://www.swissmedic.ch/swissmedic/de/home/humanarzneimittel/marktueberwachung/health-professional-communication--hpc-/dhpc-mrna-impfstoffe-gegen-covid-19.html
https://www.swissmedic.ch/swissmedic/de/home/humanarzneimittel/marktueberwachung/health-professional-communication--hpc-/dhpc-mrna-impfstoffe-gegen-covid-19.html
http://www.nihs.go.jp/dig/sireport/weekly19/25211209.pdf
https://www.medsafe.govt.nz/safety/Alerts/comirnaty-myocarditis-reminder.htm
https://www.health.govt.nz/news-media/media-releases/statement-covid-19-vaccine-independent-safety-monitoring-board

