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Casirivimab and Imdevimab — High Risk of Treatment Failure Due to Circulation of

SARS-CoV-2 Omicron Variant

Recalls and safety alerts
HAEH :2022/01/07

https://recalls-rappels.canada.ca/en/alert-recall/casirivimab-and-imdevimab-high-risk-treatment-failu

re-due-circulation-sars-cov-2
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SARS-CoV-2A X7t BR D K5 iE O 28 AT 63 2 I AIEMED 43 HTIZ KAV, casirivimab +
imdevimab{Jf FHIEEIZIRIFE A ) 72 DU A2 3V, Casirivimab +imdevimab® 77 )4 8 5 € 7
7771%, ZONREISNDERL ] (VOC) MBI 287272 1F Ha VIR JOUGTESN L TET
HD,

OCEERAYE—Y
* SARS-CoV-2 B.1.529/BA.1 (A7 4K) 1Z%HLC, casirivimab+imdevimab{f F #7513
FIRENFZFLARTL, IREARRIIEIRDY AT DIE,
o ERUEEFHRMITHE:
©  Casirivimab +imdevimab{f FI#IEIL, A7 0 #EO AIREMEN RIS N2 BF TN T
DHIRFTT _ETHD,
O AIUmU RO MDA TERWE AL, OIBERIEA BT & THD,
* Casirivimab + imdevimab ® % F % # i}y & / 777 7 X, Health Canada ® Drug Product
DatabaseB, F7-IZRochettDY A RCIZT7 T ZZELB LB EE THEINTEY, #3708k
BT 287 iE A R VIA T SO UG END T IE Th D,

OF &
Casirivimab&imdevimablZ, ff H#EEEL T, SARS-CoV-217 A /L A B AFMR A 1T LW IE ~ 44
JECOVID-19:ZWrai, ARt L OV ERIILEIZED) AT E VR A B L OE DA (12 0L E,

A variant of concern
B https://www.canada.ca/en/health-canada/services/drugs-health-products/drug-products/drug-product-database.html
€ www.cas-imd.ca F7-IFwww.rochecanada.com
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e COVID-19(Z B L Za W B BB I RO T > T R IE T CWDHEE T,
COVID-19D 728 RX—RAT A B R EA TN T DM ENHH B

Regeneronft:&Roche T IL[F T, Bt oD 28 BRI %4 % casirivimab + imdevimab Dy M€ =
VT BLORBREIT > TS, In vitroy = —REAT I A)VAFFIT v A DY T — X% T,
SARS-CoV-2A42 7 KR %9~ Dcasirivimab + imdevimab® HFTEED LV MK F2VRENTZ (K1),
DO VOCF LU H D 28 BRI Z%f 9~ D casirivimab + imdevimab f F # 1:0D i M2 R 1R

‘a_o

F1:VOC BIUOERFOERKRDY 22— A7 VLPEIZ9 3 casirivimab-+imdevimab @ 1 F

AL (S) FZ B WHO RERL-EERER Casirivimab-+imdevimab ~®
BHEH T ORH ik BEMOET
B.1.1.7 TIVT 7 SRR SHUIE Akl

B.1.351 R—H SRR SHL NI Akl

P.1 Ho~ SRR S AT A7zl
B.1.427/B.1.429 A7vmr L452R Akl

B.1.526 A5 E484K A7zl
B.1.617.1/B.1.617.3 2 L452R+E484Q X (9N D
B.1.617.2 FIH L452R+T478K X (N D

B.1.621 Ja— R346K+E484K+N501Y  Z{k7aL
B.1.1.529/BA.1 FImr FERSHUNIE 1013 fFEDIET

{Health CanadalZ LAHEE

Health CanadalZHoffmann-La Rochett:&3L[E]"C, casirivimab+imdevimabiZ B35 Z D1 & M
EIE HRATER LT, Health Canadald, = EZE/RZ 2V # %, Health Canada” =7 % A+D
Recalls and Safety Alerts Database"™ % /1L C, EIFNEFHH BLOWFF EHRITHAL TW5,

D variants under surveillance
E virus like particle
F https://healthycanadians.gc.ca/recall-alert-rappel-avis/index-eng.php
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BHZEND, BAETHEE OFFEAGEICHE O, WMUREE L TR G358, | Lk
INTND,

$20224F1 H24 B, SKERE G ESE R (FDA) 120 0%E /7 m—F /L HUREE 3£ i (bamlanivimab
+ etesevimab 33 . URcasirivimab + imdevimab) @ B & FFF 7] (EUA) Z#LGTL, BE RIS

DVERRE IS M2 R D2 BRI RG LT ) R EE ST FTREME DN B 2 35 6 D AT F A BR

T HLmHHLT,

& LE 5 NIHS EE N2 ER
[ SCHRTE 1 Vol.19 No.08 (2021/04/15) L03, Vol.19 No.08 (2021/04/15) L04, Vol.19 No.16
(2021/08/05) L04, Vol.19 No.17(2021/08/19) LO1

AIE

© Casirivimab+Imdevimab [ { 7 V&~ 7 (#E {5 1 # # X ) , Casirivimab ( Genetical
Recombination) }/{A A7 B~ (Bfn1#l#i %), Imdevimab (Genetical Recombination) }, &/
a0 —T JLHLR, SARS-CoV-21Z LD GUIE TR R HE) [EIN Rl KGB (2021/07/19) g5k 7K
R UK E B A AFF AT (EUA) (2020/11/21), EU:Z&FR (2021/11/12), e[ : G4 & KR
(2021/8/20) }
STEA 1) — 7 S R 1300/1332

G https://www.mhlw.go.jp/content/000873737.pdf
H https://www.fda.gov/news-events/press-announcements/coronavirus-covid- 1 9-update-fda-limits-use-certain-monoclonal-anti
bodies-treat-covid-19-due-omicron
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Myocarditis/pericarditis in association with COVID-19 immunisation: Case reports received
by Swissmedic
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SARS-CoV-2TA/VAZK L TSN TWDT 7 F 21, BEh~Offi F 23 9] THEFRE LT
MRNAX—ZDT 7 F > (Pfizerft:/BioNTechf- 817 7 F L 1 L UNModernatt 810 75 ) 3G Fh
TEY, ZORZEMEOHKG RIS IEF ICEE CTh 5, 202143 H KETIZ, SwissmediclE,
T F o HRRE ORFR R BN G235 D BB I D O R DR O R E &= T 1=, A A
TV TIRERN B ESNDED, COVID-197 7 F L % I C 20135 2 DO RIRUGIE,
B 727 7 —~abt T AR DT R A E LT B LT, AAATIXERIEEE 1
#LT, mRNAVZF > LR OREF EDBE NGO HZE, I EOFHMINE TH ThHTE
2320214E6 H 4 B ICR OIS ASNTY , AGLHTIE, AMADRE T 7—~ab VI AT —4
N—2% AT, COVID-19Y 7 F Bk O Uil KB DRE B E ORI 24T > 72,

20214E8 H 13 H I AT, 37 XTOCOVID-197 7 F 22T, MedDRAD HEAFE (PT) BO [0
2% (myocarditis) | (n=73) F7= 13 NI EESE (pericarditis) | (n=22) 235 S TIEFI AR5 HIHY, =
NOZEL E DML IR AN, TER T _&E 28I, PTO LOE 2 | DREFID—F (n=5) TIZ, L
R DR BB FLER S AL T (PT: L EEHR T (pericardial effusion) |) . EFIDS G, 81411%
Modernath:(>COVID-19V 7 F > [ ‘Spikevax’ | &0 B Tt 41, 1341 Pfizertl:/BioNTechfl:
DU F U BREZOREREL TGS, 1FIOREERTIL, 77T ORETARESILT
VR o7,

W77 F L OMEEEDEDE, HEBEICBIT D05/ R OSSO EREL, Sy7
7T RFEAREZE L CHE L HIRHEL IR L C, SEFHICA BISRD 2729, SHIZ, 405
KD BIHEBF O FEE (705, 10~1953%, 20~295%, 30~395%) T—BL T, FHIfE/H
FEE Dm0 o7,

A B OIEFIEFE T, D2/ O, KECDCOIED 124> THIES L (FK1),
K OFEF] (n=90, 94.7%) TUZF L EDORIEIZ- DWW TR FEMEDN @V (probable) | (n=57) 7=

A the Swiss Agency for Therapeutic Products: [E 3 ihd L ONEFRERHMT BT D AA 2D B
B preferred term: EEHESLAE UG E, ICHEFRERNFELE (MedDRA) DPTFE CHRESID, (FRE)
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1L E 1 (confirmed) | (n=33) LISz, ZHHDREGIRE D% T, A7 ERRIER,
IRE N O RIZFF A7 AR ARG S (Wodss, PR IREE, %, beR=8800, —BMEDHLSMRI
AT 72 E) B ROV EI T ORI R Ao A At R (ECGRF T L, D=3 —E/2 I IMRIFT RLIZ
LD FERITRE 72 L) DN FRER ST,

K1 BRNSHWIOESIERICB T D LHRIDERDZ

JEB DA FE UrFU LN VT LETS

T TE 7 e A5 AIBEMEDS B E B
D2 (PT) 73 27 43
DEZ (PT) 22 6 14
AEH 95 33 57

T ARCORERFIMDEE L H ST (0295, 100%) , 8661 (89.5%) I ABia 9D iEk, 741
(7.4%) 1L A= w2 %77 (life threatening) iR EFEM S ALz, 1EIDREFIHE T, DFH R DEBE
HERIR AN AT,

RRETLTo DB 2 DR DEFER TI, B OFERIT16~885% (F123975%) [IZhTz> Tz, A
ﬁ%bf:%%@&ﬁ% L, 18~735% (CF¥J445%) T o7z,

—REEFNZ 1T D 0 R OBEROFE LR A RY E— L T, RAUNIBM (0=79, 83%) &
FHAERRN %@Eﬁzb 18~4455% D BHE T60H (2R D63%) H i SH7z, 361 (3%) 1X16~175%
DHEVEE 7 TIHALR,

WS EHIC L AUE, 1B B #2FE% (n=33, 35%) £0b, 2001 B /% (n=51, 54%) DJEH]
MWDoz, FAEFTO B E(TTO) CONF-¥IMHEIX6.7H (G : 1 B LIN~26 1) T, 18] B Bt
(TTODFME11.3H) L0, 28] H BEfE% (TTOD 3.7 H ) O S5 ASEIR D FEHN N EHT
HoT7,

DR IO IER OERRFPGRIZ DN T, TR RITIEEAE DB EN G R Tho7- (BE 1T
BABITBBELT) . BIROFECHIZBRANT, BHIEFRIC OV TS R LTEFIT /20~ T
W, ZOBMITEFHRE 7+ — L2 TIEP AT AL, @RSV, 8BIFE, TEE/H %
(recovered/resolved) | (n=23, 24%) F7- X [ERR/AH KL D285 (recovering/resolving) | (n=39,
41%) EHRE SHL TV, 1961 (20%) TI, e RE A CHR)R LR[BS (not recovered) | &4, 13
%1 (13.7%) TlX, ORISR DERIT A A B] (unknown) | DEETH 72,

[E55ERY (fatal) | 7eifinlf & 7n o 7o ME— DAL, FEMRBLEL CHEERBTRBLEVEROHLE
WD BIHEBRE ORER CTh -7, ZOBFIZCOVIDY 7 F > ORI 526 H 4 I HEE O LA
BEFEIE LT, BRI i%b<7:a< JRBEN THOPLEFIRREZTS7IZb Db LT, D
P ay 7 CHT LT, SIS EICIE, BEEICOHRBEDRHST-ZEE2BOH DN OO A
N FENTEY, '74’/v;<75>ﬁlf°é?>éﬂﬁb‘@75>.mb\o

C time-to-onset
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U T, COVID-197 7 F Ll L0 28 D TN ATFAE L1525 [RUR BIER O AR 12 8 275 B - B
i, BiREAUCHG TRV, BRI, V7T NS L s THEAESITZANRA T Z L T R
MR E DR EAER, BEWEIIT T o ~ORIERIGT2E N Z DD,

ZOMFIZOW IR DD LT R, DR D FIREF]I EmRNAT 7 F 2 EO R R
BERRICEL, RS THRONI- e TV ANBIEEHSNOOH D, TORR, KL TIEZOY
A7 O RIFEVEANEL I I L S, HPCP CEWMEFH B MIINTNDY,

AARTOIEGIENKIE DTN, A B D REFIEERH DL AT R O ERE IEMEIHEE 52
LT TEAR, Swissmedic T, L2813 [ ‘Comirnaty’ 1KV [ “Spikevax’ & D B T <AL
SNTWD, LU, HIEBREDIAIHLEDNTIOD 2 SOUIF U2k 52 &ijﬁi%
HINCERHHEE 2 B, ZOREIDZENAALATO[ ‘Spikevax’ O HE @I LT
LVIOBABRINT DT LITTER, LT2 2T, DR DY A %ﬂ%éﬂ‘ﬂtuawfi i)
ﬁ(ﬁ*ﬁ@%l%ﬁ%kbﬁ{’ﬂ@ﬁ DT —=ZThEDNTESHITHA AT 2B ERDHD, Fiz,

ZDROTRIFEBIDZE D OEGIK PR SRR ICBIL T, MU T A SR A B e K
HIH 72 TR IR CEET“&J&)

(% 3 : Valeriu Toma, MD, Thomas Stammschulte, MD, Safety of Medicines division,

Swissmedic)
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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.p
df

4) Kang M, An J. Viral Myocarditis. In: StatPearls. Treasure Island (FL): StatPearls Publishing
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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
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6) DHPC — mRNA-Impfstoffe gegen COVID-19 (COVID-19 Vaccine Moderna und Comirnaty)
(swissmedic.ch)
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¥ =2 —3—F  RMEDSAFEIZ20214-12 H 20 H £} C, [ ‘Comirnaty’ JEEREIZ LD D FH 28 /LA
MDA HEMEIZ DUV T Alert communicationF4 38 HHL7=, F£7=, COVID-197V 7 F L JfiNT 22 4
PERERZE B (28 [ *Comirnaty” JHEFE % DL RRIE T BN DUV TORIMhAE RF 2 AR LT,

& BB ANIHS[E R 2 2 E

[WHO]Vol.19 No.25(2021/12/09) R0O2[COVID-19T 7 F> L MR D7) v |
COVID-197 7 F > OHEFEZ I BLLIZ LR ICBIL, 20214E5 A 5 H I i CWHODEIWER 7 —
A _R—ADVigiBasel LS IV T B BIE FI| 22 8 S ORI Thiv Tnd,

FAIHH

DA e ) A L AR GE TR - U 7 F L O g R RBR /2 B 2 S0k s v =7 Ak
OB TR AMCHE L= LT OCOVID-19V 7 F > ORE L4 T 1 25 ],
https://www.nihs.go.jp/dig/covid19/footnote.html

E https://www.medsafe.govt.nz/safety/Alerts/comirnaty-myocarditis-reminder.htm
F https://www.health.govt.nz/news-media/media-releases/statement-covid-19-vaccine-independent-safety-monitoring-board
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Menstrual disorders after COVID-19 vaccination — facts, possible causes, unanswered
questions
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https://www.swissmedic.ch/swissmedic/en/home/humanarzneimittel/market-surveillance/pharmacov

igilance/vigilance-news/vigilance-news-27.html
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COVID-19V 7 F L ZHEfE L= 2D H R FEEIZOWT, AT AT NRKESHELTWNWD, 2D
LEGBHICEE, RLFETIE, 7776, BRI, RO OV TR RS,

(SRR

OT777b
O H BT

ARL, A THL T E AR = AN DR 52T TR M2 TREL2RY, Wi
T AT AL S TEIUL, BREANTHEIRD NI LRWG S, mA/LE DL~ LD TIC
PEoTHDBNHE DL ENAAM T LIRSS 2= — 7t XA THDH, “Afur o &7m
FATEAL, TS WMSNARIVE L DL T TC, BTN TEREND,

FE AR, SESERE ML & 2L M OMIL THERIND, IROERS H #RFO H
M, YT D7 v AL fE PRI T VD, IR L 7B NIRZ R 24 E
VAT LERITHAITTHY, B, ARV R, B EAURLDOZEAL (FlEL TR ZEIZT) 228 Z< DR 1
IZEoTELESN A ATREMED B D,

OHRBEEDESR, RA, #HE
EFRAREILL TSI ERINDY,

o ARJAHIF24~38H,

o EHIMROZEEIRIT2~20H,

o HimHIFEIF4.5~8H,

o A#RIMDEIL5~80 mL,

o HEINHAC/N I 72 X EE O 35 5,

SED, HILD Y — RN REARDOIIEH R THS,
SO EH BN A A H R THY, B2, 0 8 (Hil A s LS
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LU 3 s, AR, COVID-19U 7F o OFEFRIZAERE I OIR T EBIEL TV s
D, VIF N E UASD BT IR NSNS e Z LIS TEDYY) | PREL A= N oD A= Bif
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(A&7 : Prof. Michael von Wolff, Consultant in the Department of Gynaecological Endocrinology

and Reproductive Medicine, University Women’s Hospital, Inselspital Bern)
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S REBE TOVLTVEN R EICXD COVID-19 BEE(LEHIZIR

Early Remdesivir to Prevent Progression to Severe Covid-19 in Qutpatients
Gottlieb RL, Vaca CE, Paredes R, et al.

[N Engl J Med 2022; 386:305-315]-peer reviewed (FEFt55 #4)
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HESL KGR {EU : S & KGR (2020/07/03) , K[E : 1IE2KER (2020/10/22) }
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SARS-CoV-2 vaccination and myocarditis or myopericarditis: population based cohort study
Husby A, Hansen JV, Fosbel E, et al.

[BMJ. 2021 Dec 16;375:068665)]-peer reviewed (ZFe 5 #)
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oHIREANERRBAIZIITS BNT162b2 V7 F L D 2 [E1E7-13 3 EREE~D SARS-CoV-2 FAIE
SARS-CoV-2 Antibody Response to 2 or 3 Doses of the BNT162b2 Vaccine in Patients Treated
With Anticancer Agents

Fenioux C, Teixeira L, Fourati S, et al.

[JAMA Oncol. 2022 Jan 7;e217777]-peer reviewed (Z &t )
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Duration of Protection against Mild and Severe Disease by Covid-19 Vaccines

Andrews N, Tessier E, Stowe J, et al.

[N Engl J Med 2022; 386:340-350]-peer reviewed (FEFe55 #4)
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