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® D ERICERFT SO0, A2 AR L THEERIC & ORERERIE TEH T 2 2RISR &4
HThD,

o U HERIIGEICET AHMHIIRE TH AL DD, KHTD SARS-CoV-2 U 7 F > O IZAMED
R TH Y BERERENIANZ E XA RERICEIAS BT ETABEREE D,

X, ABOERERICHT=->TiE, AMU 7 F U7 1 7T 5O TZ OISO SARS-CoV-2 it
ITHRILE B E A TR0 BRI R L OB R SR E SN D WREMENE W E B A TR Y . £ DR
ik, ABEEICBITAIAELBEINDGEEZ2DZ LD, M #E CHINZERZBEEICIA LT
FHAIZEN LN E B X L5 EMI L, WEOHBIIEMER LV i,
uh®mm%%iz A IX, S - HEICEET 2EEOHICBWT, LIFOESEMLZITH X
Koo, HFEHITHEUICRHET 5 B &2 RIE LT,

AL - HEICBEE T DR
AFN ORI 18 LA EOFITITH .
ARHNZDOWTERROEEZED DL 8 WU LOREERBWTCERTAZ ENEFE LU,

1.7 BUEIRGEE OFETFIEIZ DN T
HEH®H T FMEE LY ®E (1) © [TR7  BLEARFER ORETEIEIZ OV T OO Br X
HMZE LY R Sh,

AT, BEORINIR 2B £ 2 T, RUEMRGEHE O AR B3 2 HIE & OFEE, 3 OSBRI
BEHZOWTET 5 L 5 HFEE IR O 7=,

HEEE X, LT XL SR LT,

TEHRIERIZ DWW T, BSOS TER O IR K SR BIE R ZE 2 AW I FERE R O I 3 O — R I Ak
ERA (BEHEMEE) | BEHHARETHEE (COVID-19 OEIELD A7 BNEWE B 2 b5 IEER R
ERTLH) BB T HHERINELZ TEL TS, ERLEERICOWTIE, BuEZ2ima L, 3
ANCHHA L72ARICRBIT 2 28R (13202 b38I2, I b7 D LM E O S 2%
PEIZOWTIHRETT 5, E7-, ENOIMBEMZ SRV &2 3% U, i/ MRIBE 2 £F 5 AR 233 S
FEBRCIE, MEIDE U CTOMBEMZE OB S b E 2 e b MUNCERIEEE K O ~E Wit
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EIROEFH ~DOERE A ON T, EREFE T 7 = 7 A b 28 UGl e it 2 J2hi4
Do BERUEFEFRMT U = 7 A M, RO EMHERT A NMEOEM 2ol L, MM LERTER IR
VT % i/ RV E % 1 O ARKE DB DL, FBWE - TBIRO T A KT A | R OBBEERES ~ D bl 7o 5
AL OWTEIT 5, Fo. R TOREMBGEZIC, M/ IMIBAME 2 4 5 ARIEDORE N > 86
21X, RFOREMERE L TR Y =7V 2B U T, HHRRET 2 22T EL T D, 2l - 1A
WDOHA RTA AZONTUEL, WHNDOHTA RTA4 U E2BRTDHE L bIC, ENONBEMEO S 4%
. AFICBWTEAMNRTA KT A4 0 L LTRET 5,

PHEFEE ~DOIFHRE I ON T, HEREMT Y =79 A M@ U TTH B CTh S, KRy =74
A MTIE, BB OB T B 2 BH L. WM RO CRBIEE (i MR E % £ 5 MARSE 2
WESINTND Z &, BT AR OFECR BRI FE DR, K OVERIE BRI X ERER 2 o
DT LI EEEMT S, o, HREEICIMT SN U 7 F U Y — VDX, EREE T Y = 7
A h~DY 7 ORI — RERT 5 & & BT, WHERE &M OB & RFIIARE DA T
VIS U CThEag ~RHE 5 2 L 25 L T\ 5,

T, UL EoERmEEE X, BRI 2 ARFOEREKS Y 2 7 EHEHE (%) 220 T, £6212
IR LZEMRBFEHEAZRET H 2 &, WONTE 63~65 ([ZRTIBINOD [E K G2 EARTEE & 0SB IO
U 27 E/MUIEEN 2 32925 2 & ANt & I L=,

# 62 [EHMY R EHFE (R) ITBY D LM FE R A BT 5 B HE

2 VR AT R IE

BE R ESNIZY A9 FEEARAEN Y X7 D EE AR
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o I/ NIRIBDIE & £ D AR AE <7 7 F o BHE O IR g8 PR B AR (VAERD: LEZONDLEREREEAT O

Vaccine-associated enhanced respiratory B et

discase) ZEHTV 7 FUBRICMHE DR |« I TR IR IO Lo %
45 (VAED: Vaccine-associated enhanced AP

disease)
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A L

a) [EIGL & OREN AR E SV TRENTWAIEERERLD S LEER LD,

b) EEHE & OBBEMEN RN DRI DM, BET — XS0 b OMRN D TRVWAELRELD ) LEERL O,

c) EIM Y A7 EHEE ZRE LI-FES TIXH RSN G o TR b9, RUENGER O YEIERLOREEE T
W2 ETRELTWAIFRD > bEHER LD,

F 63 N Y A7 EMEE (B) BT 2iBINOEEK R MR TGS N OB Y A 7 i MEIEE) OB

BN i 2 A B R TR E) BAND Y R 7 fe/METES)
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K64 ERUEEZEHERL L —BEARBREHBEOTF ()

B M A 2 B HEEE 2V AECORMNLEMORR (GITEESRRKREE "OBMEE L LTER

RBE HITERERERANE COFE/EDS b, 2 VAR COEHBECRENELNLL6

BRI 2EBEMR 1 VA% (RITERSREREBAECHEHNMKTR) b 2 A%ET
FATEAERERTRENCZIE (FEFIXK 10,000~20,0005) 055, 125 A E COERBEICRELRE

TR b2

TREEER R, AHE. 7 UVAX—F, XH40Hh : R - BLOFES) | XFOERRR. Y2
ERWEER FrEEHE. OHRR. BELAEESR (/MRBPES M ORE, SENTEROBEENEG. VrFy
BhEDFPRERZ BB (VAERD) 28U 7 F L ERIT4E 5 KH% (VAED) RUMREXS1r) . COVID-
191538 (SARS-CoV-2 REWNR, RESREBHEIRELE,. BB, 5 - LBOFE) &
a) EAEFBHERFHRESHEFOEREEE, MBRFEXIHESREROBEEIIS L TY 7 F L8827 5 RER A 24
L LFANEER~2 B BERE 1 VA0S HRINETIHE

& 65 COVID-19 OEFERY A BBVEEX LN EMABIE T 25208 LESEHERRSREHECORTT ()

| BY COVID-19 DEELY R 7 BBV EEX NI EREB T BT 2R BERE LRI AR ORE

BESE h R

- COVID-19 OEELY X7 BBV EE2 bhdEMEKB AT 24REERE @EEXiZa Fe—AKBRD
EMEBPETBRELSD)

HELH IEREEAMD 2 [MEHEME28 Big

T EFE 1,000 4

HEEEER CHEE, A6HE. TUVAX—B, a0 : 3E - BILOAES) | FAAOEERR. v 7
FERER. HFRAX. FEFR Cav2 - TF745F—, MNRROES D K. RET1EED
ERAWEERB WRENRIS, U7 F o BEOFRBHEBIE (VAERD) ¥ 817 F L MIc4k ) SAHM (VAED) BT
mBEEET) . COVID-19 15 (SARS-CoV-2 RENH, HEARERMY  RELE, BIR. T - LB
OHE) %

e, B, EREFESENRE L —REAREFAER U COVID-19 DEFELY 27 A&
EXLNDEMEREET2E LB L LEREEAREREIC VT, BARD SARS-CoV-2 7 7 F
v OERBOEBRRIC L - CTAFIOBENRIIEDY 5 57, BEBBE A TOANOEEN S 45
AL T WEHEOHMIC OV CHEBRN T3 & ko, BT, BYICHET 5 SEE L,

1.8 SElz->W\WT
1.8.1 HHFHOBEFRFOBIMZO>WNT
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o, UANVRRLTF  BYMET A N RRITF L, Y YR b 80 . REMMKTF. BREE. T2 K
FERr) OREMNE/ FEMERRENTWAZ L 2R LR, 2L, YZBERIcBIT 2 EHRER
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wE (1) THRGHR L SN TWERERVCREFIOEEERRIZOWVT, RBRENSUTOL BB
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F 66 FREROZENSR (20214 4 ARER)

REFRG B oy Mg BRI RiFERE
1 THA
—90°C~ Bk 1 6% A 7 2
—55C 1 SHAO
RERGFRRED Bk g 6 275A I 2
1 84 A
PR, Bk c > T L ke
Bk d 6 2% A s

1) RYRFRR (—90C~—55CRU5+3C) 1% 12 4 A F TREGES

2) I - . DEREMEN B B d, BEMIESITHOR TV 3,
3) R ERE. 9 HFE

5) HREUpHIZ6 PAZE T, 6) MRV pHIZ3I VB ET

#6717 RAOETEMRR (2021 4 4 ARN)

BREEEMY FEOSE: | BFoME vy Mg R RIFFHE
i} 2 By cY 3 64RO HSZAMASNL TN,
BYRGEREBD | 5+3C. #x WE D WiE D 3 Y FaeSFAL LR
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BE) PHREh, REREMITRDOLATOARNI LTz, &k c L8k d CRE SRR RS
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FTHLE6HBETHI LITTTHEL HIkT L=,

L, MEPOREdDREEI oy FRUMED ORI vy FORSRERBRICOWVTIE, 64
ARFRE TORBRBENE DIKRE, EONTEEICRETALERD S,
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T, EMHZEENLUTOERBH &N,
o TR CAF IR TASKII - it T AR A LR ST R
REXERTH LRI ~& LB 255, Bz, NG =
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BT HHEIE. EEERTIRBIZAVIEAANV IRV A NVR L — RIZBWTHRME T A LV ZADIR
ADBI2NT L B RRBRAEIC X VHRT A LERD B,

BB TORZHEB L, BRI, Sty A 2B ex% 2 - < L £ 5 -
LTELX L2V OBEOHIBIT, EMERICXF SN,

*  MCB, WCB., MVS RU'WVS {Zxt L TEH I N7z invitro R W invivo DI A VAETER
BRix, BRMERF (FE1007R) ORBRFERESWTERBEh, ERLETRTORRBIZBWT
HARET A NVZADBABBEEEINTWAIZ LD, AEERIRIZAVIEANAV IR AV
A= ROUANALZEMEIRBIN TS LI TE 32 &,
- - i L CEB SN in vitro TR in vivo
DHRMET A NVAFEERRIZBNTSH, ARMETANVADEBABRBTES LTS &,

2.

RPIARRICRAEE (1) OFTIEFEE
#E (1) IZ2oWT, LTFTOEBYETELRE, 2B, AFTEELLEE (1) ORBICESIIA2,

] 17 RTAERAT FTIE#
3 12325, [sgr R0 E SEURIE
26
5 | BR | = aSB R LA KRR
7
8 | ®s6 oo Bl HERHRM BA ORI HERWIR
#C 248 Bk C 24 A
IR N IR
D 24 A W% D ovA

50 8 |HAERIRR 9~12 BOHAEBICHBITEHF 2 EHEBEE O | EERE 8~12 BoRSERIcBIT 254 2 DEREED

L a— R4 LR P, Lo — KA 2R,
51 12 | BRRIRIE 4~26 BRI O TdHh - 7225, R 3~28 BRIOREBE T - 728,
52 3 | FFIBE : 4~26 8 AHIBE : 3~28 AR
69 11 (444, B 7340, @E LAEBEREDY 1341, RB24 4, |44 4), B 736, BE LAKEIESD 13 6. 6\ 24 5,

T 4OBITHoT, L I9FATHoT-,
70 | 25 |BRBEDD 214, FET 4, FES24 (EEHY) Tho [HBEDHY 214k, B33 4. FAS2H (EEHY) Tho

72 7=
70 | 32 |H34aE, IS, FE204 (@HEHY) Chote, B34, FET 144, RBE204 (EEHY) Thot,

(THHEBR - X, BUBRETHIER)
3. ANEZ~TEENEFIESS BEFRBRZAYSO—BERICET I HEB~OXN

ARIDERIX, INFATEENFICESS BEFRBZAMEOE—BERZSICEY L, RERE
WESE, BEFERZEDEOE—RBERSICETIHBIZOVWTAREREBLTVS (EREL
21-36V-0003) .

4.

4.1 BEUEEAERERICKTT 2B OH M

ERME, EFREREOLE. AR UELMHORARSICETIEEOREBICESEIARPBEICE
fH_REFRIZH L THAMETRELERE L., TORR, BHISWARFFE/HIESWTES
EITO ZEIZOWTXRE XAV o L ##E Ik L,
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4.2 GCP FEHIFHATRS RT3 2 Bt o0 ) Ik

R3S, EREREOME, AR OVZ MO RERE T 2 ERORE IS S KRB TR
T _REEE (CTDS5.3.5.1.1) (2% LC GCP FEMiFi# 2 Fehii L7=, EDORER. fR S/ &GR &R
ICESWTHEEZITH Z LICOWTHEZ 2RV G O & HEREIHIbT L7,

5. AR

U EDOBEZEE 2, L, FRRo&RSRM 2 Lz BT, KRB SN2 - ZhR MO -
MEZLUTOLITEML, KB LTELIARWEHET 2, KmBITHAINSERERLTH D
LD EEAENMIL 8 4, AMHORRMIZIEY L, FELKOCRANTOFI G BIERICEZ Y T 25 &l
50

[ZhRE - 2h i3]
SARS-CoV-2 T X 2 J&YYE DT

[ - HE]
1181 0.5mL % 4~12 B O Z BT 2 B RINICEERT 5,

[ 38 4 1 % ]
1. AKANE, KFRICY -0 | EH L EREERSEIES 14 550 3 H 2 HOBEITES & | BRI E RS
&mﬁ%%%%%3 ARSI DU TORBEZR T L& L2 &,
(1) %1 5BR
AHNEL, E%%E%%%%E%l#%@3%l@@ﬁm CHAS KR S N FrFIRRR L H
bV | KBRHIZB W TRMIZEEFE IR LB RIIRON TN D20, RiE %%%%%%m%
%%%W%L\ﬁ%ﬁé_&o
(2) 2 5BIf%
AFOMHIZ LD b D LD DTN, HEXIIHTORELZ M7= & X, EONITHE
T5HZ L,
(3) B3 5R%
RENDFFIAREZ T T2 b D TH D Z & R OSFIAGE O E M, AH %2613 25 EHREGRE
(PR S A, USRS JUIREEE IS CE L7 DI L BRI B EZH# LD 2 &,
(4) %4 5BI%R
AANOIR T B IR 5 R LEIE U TG 5 2 &,

2.0 AANT. AKRRIZH T2 ERRG BRI FIER 79 &R 1 HOBREICESE, ITFToRM2f LD
&
() EESLY 27 EHGEm 2R ED B, mYNCERT 5 2 &,
2)  BRRTOMANRONTND Z b, WIERTER ., BISUSTHHRE OAA D2 EMEIZRE
57 =2 %, HoPCOEDFHENES T RYNTIET 2 & & bIT, MIATEIE A ERE N,
PEREPE R ORI CIR M L. AFI OB IEM IS L EREZR D Z &, T OBK, B2 Fi
TORBGRHASFICIVEONTIFRIC OV THEINIBRT 5 2 &,
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(3)

(4)

(5)

(6)

BILEE A C S M 1 S8 O R RERER D A 35 D VT2 BRI 00T Y RE R & A
SEATEGE N RS L R AR S (TR T 5 & & IS AFIO A RIS OV B MEITAR D
ﬁ®%$%\E%%%ﬁ&@%&@%ﬂﬁ%ﬁﬂ%ﬂ%&&éi5%%@%@%%@6:&0
7o, EPMT O AR OFNER CLEMEITRDIEROFEFITHOWT, BWEIZH T 5 &,
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HY | AGBRHICR W TRMZENF IR HRITIRO N TV D7z, WIERGER b5l Skt &
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AFNT, EIEGSEREERFIES 14 520 35 1 HICESS KR TH L7720, [AIES 75 5D 3 O
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EEOEEORER LUITIEREIETA7TOMERNH L LRODH L XE, TN OEBEEZEDY
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Bl R

(X% —E]

= ¥ R A
ACE2 Angiotensin-converting enzyme 2 TFoIFT o EBEER 2
BMI Body mass index AR

I

CDC

Oxford KD GMP Bl HizR

Centers for Disease Control and
Prevention

TAY ARBTFHERE S —

Requirements for Pharmaceuticals
for Human Use

CFR Code of Federal Regulations HHITERBIEE
ChAdOx1 Chimpanzee adenovirus Ox1 FoNT—=TF ) A VA Oxl
CI Confidence interval {EFE X
COVID-19 Coronavirus disease SARS-CoV-2 IZ X B /&RIE
CT Computerised tomography ar P a—FWEHRE
cv Cofficient of Variation TEh RS
CVST Cerebral Venous Sinus Thrombosis | JX&RIF fA&iE
CVT Cerebral Venous Thrombosis A EF R 425
DCO1 Data cut-off 1, 04 November 2020 F—FHy A7 1 2020811 A 4H)
DCO2 Data cut-off 2, 07 December 2020 F—FZhobFT72 Q0208128 7H)
DIC Disseminated Intravascular HREM M E N EEERE
Coagulation
DNA Deoxyribonucleic acid FEF Y R
DVT Deep Vein Thrombosis HE IR MARE
EEA European Economic Area RN AR B ARk
ELISA Enzyme-linked immunosorbent BRAENEE
assay
ELISpot Enzyme-linked immunospot BERESRBEAR Y bk
EMA European Medicines Agency BRI EZE ST
EU European Union BRHE A
FDA Food and Drug‘Administration KEREGEELF
FiO, Fraction of inspired Oxygen RABRRE
D8111C00002 RERIZIBVT, RERO—BEhity
arys s
FVS-1 Fully Vaccinated Analysis Set-1 %(::';23 g;g Z/‘B %;Zg;g%g%\%gz
RS 72 H3 o T BEBRE DT >~ b
D8111C00002 FRERIZIBV\ T, ARES 2 Rl
FVS-2 Fully Vaccinated Analysis Set-2 BL, BEERRRERTEZEORBRS 205
T-BRE DTy b
GMT Geometric mean titer A SER AR
GFP Green fluorescent protein BREamtY I
gRNA Genomic RNA 47 A RNA
HCoV Human coronavirus thaoluAfILR
HEK?293 #iAa Human embryonic kidney 293 cells | & SR BB g
HIT Heparin-Induced Thrombocytopenia | ~/% Y > 2 KM o/ MR A
HIV Human immunodeficiency virus t FNEEREVANAR
International Council for
ICH Harmonisation of Technical E KRR E RS
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International Coalition of Medicines

ICMRA Regulatory Authorities AL =4 E B AL
ICU Intensive Care Unit LR E

ifu Infectious units JEYL HLAT

IFN-y Interferon-gamma A F—Txaly

1gG Immunoglobulin G fefE a7l G

1L-2/4/5/6/10/13/18

Interleukin 2/4/5/6/10/13/18

A F—uaA %1 2/4/5/6/10/13/18

ITT Intent-to-treat —
LD Low Dose AR CRAI2X100vp, 2.2X10"0vp X 2.5
X 10" vp)

LDLD Low Dose Low Dose PEri 1 Bl R E, #EE2 BIE KR

LDSD Low Dose Standard Dose PR H A R E, 2 EE  EERE

LLoQ Lower Limit of Quantification & R

MCB Master cell bank T AH =N T

MedDRA Mec.lic.:a'l Dictionary for Regulatory ICH [E[ [ 25 1 25
Activities

MERS-CoV Middle East respiratory syndrome I B (B = 1 - A LR
coronavirus

MERA I\R/Iedicines and Healthcare products SEEER - R T

egulatory Agency

mRNA Messenger RNA A w2 Y% —RNA

MVM Minute virus of mouse ~ U AUNT A LA

MVS Master Virus Seed VAL — « AR« T — R

PBS Phosphate buffered saline U AR K

PBMC Peripheral blood mononuclear cell | A i BAZEK

PCR Polymerase chain reaction RN AT —BEHKS

PE Pulmonary Embolism JiTi ZERRE

PFU Plaque-forming unit 77 — 7 JEREAL

PO, Partial pressure of oxygen Fesa oy

PRNT gleasciue Reduction Neutralisation S5 W PR R

qPCR Quan_titive polymerase chain FERAY A 5 — PGS
reaction

RBD Receptor binding domain ZRERE RAAL

RCA Replication competent adenovirus | BAHFERTRE/R T 7/ U A /L A

RNA Ribonucleic acid DN A7

RSV Respiratory syncytial virus MR R A R D A L A

RT-PCR Reverse transcription PCR WHRE AR Y A T —BHEHRG

SARS Severe acute respiratory syndrome | EAE SR ZRE B

SARS-CoV Severe Acute Respiratory Syndrome | B e 2VEMREEGRE 2 2 7 A L A
CoronaVirus

SARS-CoV-2 Severe Acute Respiratory Syndrome | EJE SRR SHEBRE 2 27 A LR 2
CoronaVirus-2

SD Standard Dose FEUE & (AR 510" vp)

SDSD Standard Dose Standard Dose BHE 1 FR - R, B2 FR R

=
E=2X

SR 'g Spike protein ANNA B NTE

Sl - RBD %5t S # L /3 DT I Kbk

© B H%ECJE ik Ete S 2L/ BEDOANRF VR
i FU L

SFC Spot forming cell ARy MERGH

il

N AP

T VT T A RS e

rx_

AR SR FIARGR 2\441
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sgRNA Subgenomic RNA +7 5 ) I RNA
SMQ Standardised MedDRA queries MedDRA AR ¥R
SpO; Saturation of percutaneous Oxygen | % 5z FAEh ik ik 55 B Fn e
SV40 Simian Virus 40 VIT A IR 40
TCID Tissue Culture Infective Dose H s 2 YL T &
TetR Tet repressor MEB®R Tnio "o AR v HEEEOT T
YA 27V T Ly —BIET
Thl1/2 T helper cell type 1/2 1/2 B~ )L/ —T i
™A e aponmediated IR 2 LRI (o0 )
TNF-o Tumor necrosis factor - alpha NI 1o
. . D8111C00002 FERIZISVN T, TaBREE A D72 <
TVS Total Vaccinated Analysis Set L b 1 [EHERR LT RS O o -
PA The.: human tissue plasminogen b ONUEE S R 3 ) — TR T
activator
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B, PR, TR BN BIETE. WEM7R L) XU 2 F U 2-3 AUNIZAL D L EDbILTVD
[14],

U7 F BRSO TTS (2 K D MARSEDFIEFAL & L CRIIGR, BIGR & bICHEDRH D, Zh
F ORI E S TE 72 2 ST EIEDOMEIRIARAEN 2 < | i O MMERIR MARAEZ el U C il (1
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MAPEREIERIN L 7R &) ) BEREWI & ThD, £z, MEIRIMARE & 28 L7-5HEaTH, ik
LIS OBEEBLIC MARIE 2 & 0F L T D WREMZ BIE T 20BN H 5, T E TS, PlEFIRnARE
(MR ILRE OF) ) . MimAeZEeiE, TREIRMARE, MEEZE (BIR) . SMsEEEEE. A=W
e, TOREARP AR, FFHEE P OFAR, REWRAIIAR 2 & 2358 ST 5 18],

3. TTS &N viEREM/IMRRAE (HIT) & DOREE

U 7 F oAEREBIZIIET D TTS [T HIT LIRREM AT 2 A & LTS S/ 8], HIT i3~
NRY CEERFHR &0 MG 4’/ N AT SRR TFE S, MR ELER D
Fcy RITA ~OFEA 2N LT, M/ MROTEMALS b oo o dRpEA, i ZERE, 148 M MR
HETHRETHD6], TISIZBWTS, M/IMEE 4R &V 7 F ATEEND free-DNA 72 838
BERETEA L. EEEITK U TR S 2 HURD M MR DT 2 2 T 5 vl Rete s g S Tk
0. AH=XLORFIZTT RN H T 5N TS L,8], TTS & HITIE, V27 F b L g~
VURFED O MRS« MARSE A2 FIET 2 £ TOMMPEEIL TH Y G@EFEFIER HIT T~ &
P54 5-14 H TRIE) . WTNOKEE S KED O EA T ELISA ¥ TOFUM/ MRS 4 KFHUkms vt &
720 . PUAKERERMR A C il MRTEPE(LRED RS S AU D [1-8, 15], MR B CEIER R MARE D3 BIEE S 503,
MARGFREFBALITER 22 0 | TTS THMFFIRIMARIE . PlEFFIRIAREE (PIRRILEE OF) ) NEnLHESH
TWDH 23, HIT T PG E AR MARTE-CITZERRFEA 2\, E 72 TTS T APHIN A B 5 Z & b
WHOMER TH D, REATR T, TS THIT X0 b Iifil/MRIED D4 A ~— L7, 747V /7
AR T e & OBRE SLE RBEE LA DN DM D B [1-8,16], P/ MREE 4 [KIF-Hrifm iz > Tid,
AFTHIT ORIV TN D 77 v 7 AEEEE (LIA) E72idMbEIeesnZlETE (CLIA) 13,
TTS TIIAREMEI /2 D 2 EDBHE SN TS DT, ELISA I COMRNMETH 5 [3-4], F7-HLikgkEE
AT, U7 HIT B SR O A TITAEBRIRE O~/ 2 BIN3 5 2 & Tl MiE M kA 78
DDHH, TTS B HROBIE TIEA~NY IR M/ IMRIEHEAL 2588 5 Z & 3%\ [1-3], HIT O—
BE LTy~ IR IS b 2 BT DHURDEER M B TR Y | B O~
U R RPE ML MEIBDE  (autoimmune HIT: aHIT) & FREN TN, aHIT (XA 72 f/MiiED> <2 DIC
AT A i ESnTRY O17], TTS S L BERG A R 3 2 ST BREE S | REMEIC e
TAFEREEN D,

4. TTS DK
1) TTS Z5% > BRAKRATR*
U7 F RS 428 B (V7 FUBERMA L 0 H) (S, HIIORIE Ui iE (2 B L 7= DL
TOSERD DD, ~Y AEHOBEEIZR D720,
a. A& E o etk O (RO, A AGETRRE, SEEE. LRIREM. 22 R 72 &)
b. JMFRARMARAE 2 B¢ 5 fER (T CRise T 258008, RS BAERIEE /T2 kg, &

A

D72 &)
c. PRBERARMARAE 288 5 iEIR (B TRefc 3 2 R, ELlgnt7e &)
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d. PRABERRMARIE SO/ AR FERRIE 22 B8 O SR (PR £ 23R, e B 80inie &)
e. HIMMEREZE, UK, BT H7Z & -z 4 5 SHE b H 5,

*ERRATRCTITS 2k~ 728556, T XTCOANRY UHH, ~NV v a—T 4T h7—T)v (E7A4
Y vy Y) T D,

2) ®RE

a.

R IR DY T MARIE ORI LB WA 2RI 5,

- FIRIMAREE 2SN B 2 %56 - MRT T2+ E{5° SWI, MR venography, F7213 CT F8 L TNCT iy
B (IR ZET) 2175, £z, FEMBIN 72N M <° < ST HfL o541 TTS O RIEEM:
EEBET D,

- PlEFIRIMASIE S GE DL D56 - RECT, MEETEE AL, IS0/ MR SE

- AR ZEARIE . REEIRMARIE S BN 256 - 0T (M~ T | FRMEE L SR,
TR R AR A

- DFEFEN DIV DG - MR DR S R A, DR S

- IMEEZE N GO D56 ¢ BAED CT, HHES MRI %5

Z O OfigiEs MARTER BN 2 B AT b i CT OB EF WM AEZ WMt L2 £ T2 2 L 4B ET
%o [RIRHHEEE T D MUARIE % DF 96 9~ 2 il (10 SEE et D P g IR LA & RS ST v | BEFD
~ T E TOER CT REMEE R AR L LETHNTBET D,

2 (g zET) @ MEROMRIZVETH 5,

F it DO FEEARN (&L 16 75/ nl) T, 375/ uL L FOFERLRM/IMEED 2 E 232 B8 H5
[2-3], TTS TIEMEAARMER IR 72 B Cldian iz, Mgt T ORRR IMER O A E T2 W o —
Bi&7n, Lonl, —BloH M ERUNLEEZ 5 L7z TTS OfREDRH D720, BENITIEEZ
O BN S 517, 18],

BEEARERAT - PT, APTT, 74 7V 270, D-HA~—%WET D,

D-& A ~—NER R EIRO 4 (5L E) LTWAHA. TTS O ffettasmEmuvlel, k72, #FfE:
MmAEWNERE (DIC) ZAPMFL., HiEmZ 235 1T PTIER., 74 7V ) 7FUET) BREShT
W5 [28]D T, MBS U CHRETEME L~ — 2 — (SFX° TAT) . FDP, AT, 77 A3 /4~ PIC,
a2 Pl 7e EOBMPEZBET 5,

P e 4 75Uk (ELISATE)  [ORBORINED]  « BRARER (IARE., /M) 12ima <.
ARRAEDGHED S &, TTS OMEEDZWT & 725,

ELISA HEIZ K D MIEITAF S SRR Tk, RBINE SN TR 5T, ERTREIZTE R0,
ELISA {ED FEfifting 2 d#Eh TH v | IRERT, BET D, BAE. ENTHIAT rlRe 22 fuiin R 4
K-/ ~8 U ARSI (Wb D HIT HUR) 1277 > 7 REEE (LIA) F 7213 b5tz il
EWE (CLIA) TH DA, TTS TOREEIX LIA 0.0% CLIA 5. 9% L AR/ 2 Z ERHE SN TN D
DOTHE L2 2 & & HELET 25 [3-4, 191,
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. ELISA VEIZ HIT TIHABGMERN RN ERAM L TE Y, TIS THHBEBMERHER I TnD 2 &
M5 20], BIZBETH - THZNIET THEHBWOMEIIIES LW I L ICHETILNERD 5,
ELISA ¥ TRt S 7= Huif IR 4 RF-HURIC X 0 i/ MREEEDFHE S D D ENIT- OV TR
FIE L CHER T 2 LB & 503, HERERIIIETEI LR E O REEEE DR B AL, FEMi ATRE/2 sk 1%
FRSATND

3) ZWIFIE

a. U U F UL/ MR T & ARE 2 OFUL TTS OR[EEEEZZ 2 5, D-F A ~—nEH (&
Pl ERROD 4 520 E) L TWIUE TTS O ATRENEIZ R WA, D-F A ~ — 03 & B 5 (EYEE LR 1-
2MEREEE) O TTSHEB b HE SN TWDH T, D-F A ~—FHITZWNI A TIER WV 1], TTS & &
AT Pl RS 4 IRFHUA (ELISA) OfERZFFZTIZTTS & LTRK (i) ZBnT 52 L%
HEET 5,
H R A CIHARAE A B2, & 2 WIR I/ I DI T3 2 W GE1E, TIS IZE S T 2 1 M4k
PEDAIREME S BE TE RV, £z, FIZRHZ I/ MR 2 3R D IR W DNRERFYIZ TTS 2T 256
b bHew, LitRELEEER L, HBEHLDZ L EHERET D,

4) #ERIITNRNESEBERDIT DRV~
BT _RERBL LT~ CRERMELMEAE HIT) | AR UEE (TVA,
M I/ M SR B WS LM IR TR ESE (A 7 &) L S MR/ MRIsE  (ITP) | DIC, #tV AR
BHURIEWRE (APS) | FAEMEKEI~EZ v E U RAE (PNH) | BEMERER, MRBSARERH D, Lo
. IBRREOBENITERA B LS E2R-RNNH 5720, BRI A D OO0 TTS OIRE % Bt
T 5, RFG|EAEMRE R CENICILTTS OMEZW 2175 Hikide, £z, T aI—L K24
VHE—= RERDLWTEILELEHESL L TR, 072D, TIS SN ORBEZ I 2 Z L NEETH
V. HESEZREER] O T2 O AR I I OB FIH KT 5, DLFIEEREN A TH D,

HIT: ~/ XU U GREOTERMNEE L 725,

TMA (TTP) @ RAEMLEBERAEA TR IMER OFERR, MRRARIMERME 2. B e Y L e BN, & LD 1L
JE. N R a AR, KRS TTP Tld ADAMTS1S iHHE N BT 5,

ITP: $ERINEEEZ: Z & 32N, M/ IMRIBAD DI 37 5 40 5 3560 i A 14 9 JEG] Tl ITP o A HEM:
HEET D,

DIC: TTSZFEWT DICERFTIR (74 7V ) FUEW, D-F A ~—FHRE) 223 Libdl-
O, ERINKEER Z LR, R OF B MR OFTERAL, DIC ZWTIEEL B E |
HEET D,

APS: HLU VEREHUR OV—T AT Far7 s T b, FiAATH Y EUHIR, B B 26GPT Hiik) @
FEEANKLETH S,

PNH: BAZEZRPRMpT A CGEERMER M, MRARMERIEZ . M Y L e 8, & LD MjiE, ~7' h 7
B EUAKT) A3 TTS & ORI 7223, PNH IER (1 CD55/CD59 Hifk) DFEM CHEE S¥ 5,
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5. TTS OiaE

TTS 1TH LWIRBEE TH O . AL 2O = v T v ADHENT LT IRIRIBIFAE L
23, alIT EHEIL 7B CTHDH Z Lnn, alIT IZHE U T2iRiR (iE 7 m 7 U R IEZ R b NS HUEE
BERE) DARTH D ATRRIERNCK N LS STV 5, TTS 52 1. P/ IMIEE 4 [K1-Hiik
(ELISA) OFERAFF-TITIBR A BRMGT 2 2 L 2#8E3 5, 72720, HIT L3820 | /e~
A4 7V T EDFE LW, BEERFROER 2 Z L3 < il (FEES 7 M PEAE ZE R0 b Hi i
3E) AEBEICEHT S Z EITITERESLET, FUEEREMRIAICER L Tl & MAED Y 227 8F
VAGEZBET DNEND D, AHETIE, AFLIEERIFAICIBWTEM L 225, TTS BRICKHT D 1R
BEIZHONWTIRR 2, [@RIOMmAEE (MEIRMARIE 2 &) IRT 2IRFIEIC OV TE, RO FTE &
T 5, ek, AFGIESERERATIE, WTRLOIBRS TTS DRk & L TREBUEIE 2RV,

1) eI O7YVEsTEE (1g/kg/B, 2 BRE) [

HEAE Mo s a7 ) CRE (IVIg fA) Z2EmAERE ((RE ke H7-0 1g % 2 AM)
THZ RSN D, IVIg BT, Bl MKES 4 IR7-HUK23 Fe y RITA Z 4 L T/ IMRCHER /< 7
077 —VEREE T 202 L, TTS ORELZNETE DN R I N TS, 207D, &
592 IVIg ®ANL Fe o DRFF SN RN T TH L MERH D (10% A THIULX, AH T
TRCEENFRTHD LT =/ Z7a7 ) > I 10%EE, BilA ) 7o e N 10%#E, BV
UV 10%SEE) . TTS IR 2 allIT Tidm AR IVIg OAMEIN R ST C2l-
23], TTSIZH W T HEAHE Vg IZ X 2B D IFRA s ST 5 [1-3],

2) ~NJXY VKE
TTS IZBWNTANNY VHEMNREZ BAL ST 5 & W ) BEENAR T BT o AT E S Tunin
M. HITIZHED | BIRF S TIER AN B XM~ COfERIZRET D 00 %S4 THA 9,

3) AU VBN DOFUEREE
BFZICHREICHRD 9 2, il & MAED ) A7 XT v 2 EEZE L, LT OFERE K O#E

BaatT 2. BAOBRICHTz-> T, BEOIRE (BHgre, ITHEE, kL~ i) 2772

&) . ERORE (AEREO LTS, BRI, =2V 7 HE EE, BReE) | EH

R & &b SHWTT 5, EEARHIMERZRD 2546, Bt IVIg WA Z BTS00 %Y L35

ZHIVD 6,913, M/IMESFIEEE 27~ L CHIM Y A 7 A3 [E6EE S LRES . MIARSE DI D 72 HIZLL

TOWT ORI DR G 2 ihT 5,

a. 7 haNy CHITIZH L CGHEIGOH DI e BV TH D, /MRS 5 I/ u L LLET_—
AT A O APTT NIER THIUE, EFERIED 1.5-2. 5 R (I IMREER MRV & X 1% 1.5 f5F2
) ZHRICHRGEEEBT5ON, T8T L AIZZLWNWHODORE EEZEZOND9], 2721,
TTS TIIM/IMRELSC T « 7'V 7 U EIZIE U CHIT £ 0 b HMPERIER O Y A 7 ICEE T 2 0N
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HY . o SEEROGCHERENLETH D, Eo. APTT RIRIIZSHEMER Y . T B
B NACKET DR S B D720 mEE ORIEE VTV D s CIRTEFIRS 1.5-2.5 5 XL
Him < EEORWEREEZ -V TV DR TIIIEREAY 1.5-2.5 fF L 0 IR 225 2 L ITHEEN &
BT D,

C EEEAEARR O HUEEEEE (DOAC)  : AT I\ CIEFRIERE MO 55 i Eh 36 L OV R ifn A% ZE 20 LAS D
WISIL RS, HEHAOIRIE TRt DB IRATREZR TTS JEBNIC KT L Tk, ARG HEEEM & 220 155,
MEEZ EOX S ICHET 2NEAMETH D, £72, WHODEEL A 7 A T, HbEFEHROH
—EBIRE LT, BOMEMHEEEES X R HEE (U A—mdh 0 TEFH A = RERHA
V) BREEINTWS 0],

L T AV NY X7 A RSB O CRMEMMARZERRE, BUET AR MARIE, % SR AR FE AR E
TR L CHlEIGDH 5 Xa BAERICTH S, WA TIXHIT IZX L TOMHAEERH Y, 70 b
NCE B IRWENE & B EVED R ST D [24], f/RERZS 5 75/ w L LA EDOBAICIE, (REIC
JEUT5/7.5 mg WA DEEA2EF S H19], MM 3-5 5/ u L OHEITIE 2.5 ng WAHIOFE L
BEET D, RIS 14-17 R & R <L PRIAIR 22 MIERIERICEE T 2 LERH
ey

. FFuA R DICIIH LT D H D Xa HEHEHTH D, MESFTITHIT I3 L TOREHFERED H
V. T baAr 0 B ERHIMADIRWVATREMES RSB STV D [24], 72720, RIS 17-28
B L B <L HIM L7 BSIC 388 & % v L b LIS WA IR T 2 LR H 5,

S ONT ) UAT 7 U ATERER 2T TR TR T A v C RPUERE R b I L AR
DIV A7 @25 2 b, HIT TIRAMEIIZITREG L2 EAHER STV A, TTS 128N

TH ZAUTHE U TV IMREGSIEIE 3% & TlIR G 2T 2 & L EZEZ b D,

4) 2704 K

/RIS S B e B, T A9 (40 mg/H, iv, 4 HE) HLLIEF LR
=y (1-2 mg/kg/ ) OHMEBETE D, ADMECET L3 223G LA TOZRVLA,
HEEE ERDARENREZDND, 2P LY 7 F U OMREBRNRD TREMIIEE TE R\, AT 1
A FIZ R > THRIENHEET RS H D720, BEICY > TUIHHRBH L ET=F ) RN E
Th D,

5) M/VRE (FREVUY, JOERT LI, 7SR LI, YARTY—ILERY)

HIT TIPS OHUREFEE DA TIHER T2 ZEPREINTE Y, TTS TH ZhicH
U CHUIMWCEDFERIFRE T - TR REWEEZ bvd, HLlll/MRIED ZTIX TTS (2361 5 i/ MRIE:
fEzmfl Lx eV ENBEESN, LoV 27 2 REErBENNH 5, BIR ORI % (f
FHLTNDHEBET, ~R U P OFEEE SN 2 CTHUIMEE A B 532 2 L ORI R TH
Do Fiz, TIS UAOEBIZ L CHul/ MrREEZ M L T2 B3 T, P/ MrEEZ B ik & 72 1300k L
TRV ES DEHWTT 2 +507e T — 21T,
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6) m/\ViREm
JRR & U T MR 2 8 D, 7272 LEERBMEHEN o720 | (REERZRALE D L
EIROTHEITHEL TS LW,

7) RS

MERF O AR SE, 747V 27X UET (BBE ¢ 150 mg/dL LLF, £721Z2h
LITICHERT 2 fabitEnrd 554) o PTIER (PT-INR 2.0 LAk, F7213PT 30%LAT) . APTT ER
(FHaRic BT DD FIRD 2 (501 E, F1225%LTF) Z4E 5 HAaIcid, Hlbais g om 4
EET %,

8) MRz [{RERE A

i IVIg IIERIEEE 2 R 356, WA B8 C& 5, MR IR Z &I
X0 Bl GE 4 R FPUEZ IR T S8, i/ MROTEME(LZ 2 505 FTREMEDS, HIT IZB W THE &
NTWAH[25], 72720, il e 4 R1HiAZ 52 2IcE+T 5 2 L3R EThHY . Hio Y 27 (1
DM, EHE IVIg IR Z R IERICIRE ST 2 Z L EE LUy,

9) BMHDBE

TTS &P HNT I TR A HUkEE K DMk 23 %28 T D, AFRIZISUNT DOAC (ZFEFPIEEMEC
Fal@Ehis X OV IRIMAR ZEARRE A ORI X722\, 6> T TTS T L A b D IE IR IMARSE 235\
TE, M/MRAZERICIEIE L7zt L0 . ~ U LS OFUEESE (T bay, 74 Z 80 X
g A, BFNuA RE) AL ETUALT 7 U U &2BAL, PT-INR 2.0-3.0 Z S L L-U L7
7 U A LD PUBEERIE O E BT 5, O Lo~ PSS OPURESKIZ T V7 7 U 3 EE
HWICEE LT LI 5, — ., VMR Z D72 WIKERIRIARIE (IC W T, FeH N7 R
WS LU T 7 U vk R U7 MR A LERER [26) °, DOAC [fRBGEFHSN] D2 eta /e d 5 A ¥
AT (271258 V. AHA/ASA Stroke Council Leadership (%, TTS (ZBHE U7 fEFIRIMASAE (23 T, if
INEATERICEE L2 L0, U7 7 U U UIAMT DOAC [ERRRIE AN ] o HIRE LTV 5 (28],
FRRMAR ZERRIE (R AR AR K OV M2 ZE8480E) S OFFICIZ U v 7 7 U L LISMZ DOAC DffE &7
b, 2B OIEEZ T 2 FIRMARAE CiX PT-INR 2.0-3.0 Z HIE L L2V A7 7 U 2 &
2 HUBEE WL Ok 2 BT 5, 2P L Y DOAC & Bith LZE LT EFI CIIABMES] & DOAC ke As %
WVThAH M, Al Uiz L 2 ICFERBEN L FEHBIR K OFR AR FERRAE LM R0 172, 1
IR 7 0 22 O IR ASYE (2 361 2 18I FTREE AL, D7 &b 3 A Mok 24 &
SNTWDHD, JFEFNZ K> TE3 » ALL LDk IR S G5 [29), LU, TTS TR L7 iR
MARSEIZ 31T 2 U0 72 Hrkk SRR IR XA CTh 5, 2B R A HUEEE KO T AT i/ MR,
D-# A ~—OIEFAL & M/ MR 4 K12k PR LA R T 5 2 L I3BE1T72 5 [30].
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R AEE S FHENZ W TEMESNC Jui /MR 2 ikt ™R X 228 9 NIATH D, A
BEESE & OGP M IMMEGOHEY 27 & FH S F 2+ E 272 T, LEEKROHES LU
BHHMICED D DONRZETH D,

F7o, TIS FIEBIE 721E TTS O AIEMEN & BIEFITIX, 2 [BH ONF AL T Y 7R 513050}
5HRETh 5 [30],

BpbhIc

ARFGE X COVID-19 U 27 F A BHE L 7= RIS KT 22 Wr0laik 2 £ &, BE 2R Tl
LB A OGS HIERZIRETHEOIER LZLDOTHY . U7 FUBRICHE D BIRISZ T L2 b
DTIERV, U7 F AR L > THR—, BIBUG (TTS) BHAE LTSGR, AFSIE 22 E (1Y)
REFHOTRPHIE D TV TEE 20,

TTS (ZH LWBESOIRIETH 0 . FEERZWT OO OPUARRRA (ELISA k) DA, B O
EORBRIGHE, S 61TV 7 F o L ORRBEROMIHR L, 2 ORERERINTWD, 4%, Hiz
RAEBID D EIZ, AFFEIFLGETL TN PETH D, dif IITRFIREZ SR I Nz,

HEE  AFF X OMERICH T » TE. BALE—BRSeA: (REATT Bm e BN ED 22 b EFHEFE L LTo
ERAWTE W,

13

262



1) IMMAREEDFZHT

AR B3 AT A AE D Z2 1T

A3 AT TR oD A )

EXIRERIRRE

FOS—ILERAR

- RN
BRI
TR
SRR - : VS SRTERS IR
e L R SEGISIRE

BiRRZZE - A—t2— )L §pIR/ MM EEE IR

LR ERIRR

[ 0 — - SERHR
AL IR PR ES A

ESELES ! — NEERIR

RASIRORRSIE: ERIRRT IO TT . R0 NETRURIRETT.
Silvis SM et al, Nature Reviews Neurology 13, 555-565(2017)% 25

A% A IMASYE D BREARAEIR

Fibd &% AR I 42 JiE 0D B PR AE K

- BEfE:70-90%

o FEE30-40%

« J-IM¥$LEE:30-60%

« JHFTIEENRRSE : 30-50%

o REE:15-20%

o FMAIKEREE  15-20%

o ERBE:5-15%

o EFKHA T

Silvis SM et al, Nature Reviews Neurology

13, 555-565(2017)& Y %=
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AR A% AT A AE O 1R

ZAERERERE

MBI RZE (0 N IR MR E O MREI &

a FLARBRICT ARBERICSESE 2T 3XRERE (KM ERHD,

b MRAIZ T ZC &3 IR RUS AR IRIRID RiB& (REDZERHB.

c FLARRICTEBIER RV EEEGD FE(KREDZRH3.

d MRAIZTREREFIR RO RIBE(KRED ZERHB.

e BHCTICTARISRE ML M (BRED . @il c<EiE T Hm (8
KED . ERAFHIRE SRR GRRED ERD D,

Silvis SM et al, Nature Reviews Neurology 13, 555-565(2017) & L2 Z

MBI RO FIE

c

Z Dt DEYFRAR MARE D F2 R

ZAVE CTEWRIMASAE IS, WAEZE (B TPORMENIR) |« NBHEIIRIMASSE, SMEREAEGRE, KE)
AR AR SE,  ERBREIRBIAR MASSE . IHEBIIRMASE, RERBIIRMASIE DS A ST Y | FRILARAE
X ERIRIMARSE . PNEEEIRIMARSE . PfMARIERAE, A DN, T REIRNMARSE, 85 P
OFFIRMASAE, PNIEFIRIASE (FIURMASEE ., FFEURILARAE, LG RHIER R MARE . PR IR fAs:
SE) | B TBGERARILARE AN ST 2 (1281, E IR AR SE S P B E R AR MARE  (Rp I PR ML AR E)
DN, RRHIEEEFT O MARIE % DF5 L T DIERT S & S, JERIC A D T2 O gk
A (EE CT. MRI, BEERAE, v F 777 47E) 24757217 T2, AMRECHIITER CT 72 &
TEIBR BT 2,

TTS TIE2H OBFFIR CMARIEZ 5| & Z 3720, ZOBBNIISEIERDO T A KT A4 I
CCWeEE, ZNENOHFEMFITHKR L TW a2 X, REPRTA R4 ZLUFIZEET,
> iMARZERRE S K ORI ERIRIMASIE D2 W, 18R, PRHIICBET 204 FZ A > (2017 FekETHR)

https://js—phlebology. jp/wp/wp—content/uploads/2019/03/JCS2017_ito_h. pdf
> SMEESEEEET A RT A (2018 HUGTIR)

https://www. j—circ. or. jp/guideline/guidel ine—series/
> FPINRIMATERFIEAST A R T A > 2018 FFUETHR

http://www. hepatobiliary. jp/modules/medical/index. php?content id=14
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f+2) RFFARIMAZIEIC XS 9 BiaK

1) MmigAgEE (B &LU'28#%5) [REERAN

SHEE NI % fE 97 M/ MRER S 10 77/ 1 L BLEZ AR > TN 2D TTS BEE AME IR I ARSE (2635
MAREIEFEIL, +a B PRRILA 2N 2 2B E 2, LY R 7 EEEORIHFZEEICHRTL
T ETEEL TS K. TTS 1281 2 MERIRILESEIZBA 325 AHA/ASA Stroke Council Leadership 725
DG MARVEARFRIEIZ BT 2 atdkid e (28], F 7z, W L7ZIR V123 T TTS B E IR AR SE |2
kU CHLR IS IRIFRIE 2 AT o To i & 13720, /MR 2 4420 720 IS IR AR RE (263 2 ke TRt
DT ET AT+ TiEew, /MR Z (b e W isER IR A2 E 126 L Ciliels o2 g ¢ L <
TR G- DR R A Wt U T AR 2R3 7 < | BIENFIE T L OVE O A X it TR BIFCTh
SlloHEbHL b0, HIMEGIHERM b RBENTVD81-83], b EHE X, AIMOMKAE
HIBR T A K74 2 2015 (B4 2019] TIE, @ OMEARMASGE X LTy ad - —Ed L <L t-PA
D% TBELTH XV (FL—FRCl) J &L TWD[34],

2) MieENEE [ s

TTS BN EIR L AE L2 %52 AR R L O T 1T, T3 2 BHAARRIL S 2 2 & 2 &
2. BEOFMHEAEEICHRF L ETEELTH RV, (BL, ~RU A ZERET 5 2 &I+
BT 5, TTS BEMME IR MARE TR U CiAREIN 21T - 7EFIDS 1 FlE S TWh 2 B ERIFIE AR Th
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Baseline Distribution of Variables in Patients with Vaccine-Induced
Immune Thrombocytopenia and Thrombosis (VITT).
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Post-vaccinal Encephalitis after ChAdOx1 nCov-19
DOFEER, 7THANLI1BURICRK A HIR

FIGURE: First Patient 1A-D, Second Patient 2A-D, Third Patient 3A-D (1A to 3A): Representative electroencephalographic
recordings from all three patients using A-P (anterior-posterior) longitudinal bipolar montage (sensitivity 7 mcV/mm; filter 1 to
70 Hz; interval between 2 vertical lines: 0.3 seconds). (1B to 3B): Representative images of CSF cytology demonstrating
lymphocytic dominance. (1C-D to 3 C-D): Representative T2w (2C-D) and FLAIR MR Images (1C-D, 3C-D) on admission (C) aswell
as at 2-4 months follow-up (D). Zoomed views were chosen according to the very clinical symptoms described, e.g. showing
normal appearance of the fastigial nucleus (arrows in 2C-D). No imaging evidence of acute disseminated encephalomyelitis
(ADEM) was depicted. [Color figure can be viewed at www.annalsofneurology.org]

ChAdOx13EFE#& X % (7945, 8/100075 dose
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Ann Neurol. July 29, 2021 (doi.org/10.1002/ana.26182)



Guillain—Barré Syndrome Variant Occurring after SARS-CoV-2

Vaccination
Ann Neurol. June 10, 2021 (doi.org/10.1002/ana.26144)
FANSERATOFoDEEERIBELIAICX S /N —fEIEEE
(GBS) DERTHAMBIEEEMEMRE (BRERTEZHFD) Mafhl
£LT-,

Guillain-Barré Syndrome following ChAdOx1-S/nCoV-19 Vaccine
Ann Neurol. June 10, 2021 (doi.org/10.1002/ana.26143)
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Encephalitis,

Demyelinating meningitis Guillain— Bell's Myasthenic Hemorrhagic Subarachnoid
disorder and myelitis Barré palsy disorder stroke hemorrhage
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Fig. 1| IRRs and 95% Cls for neurological outcomes following ChAdOx1nCoV-19 vaccination, BNT162b2 vaccination and positive SARS-CoV-2 test.
The IRRs are presented for pre-defined risk periods (0, 1-7, 8-14, 15-21 and 22-28 days) after each exposure and for the pre-risk period (28 days prior to
exposure) and computed using a population of n=32,553,534 vaccinated individuals. The horizontal bold line indicates an IRR of 1.

Neurological complications after first dose of COVID-19 vaccines and SAQ%BOV—Z infection
Nat Med. Oct 25, 2021.(doi.org/10.1038/541591-021-01556-7)



DOFUEFEMEREMN MMM /NRBAE (VITT) I2XS
A% AR R M AR SE (CVST) BE DI TEAF A

Patients with CVST after adenoviral vector

vaccination
N =266
Until 28 March After 28 March
N=99 N = 167
Age, median (IQR), years 46 (33-57)f 46 (37-55)*
Female sex, n/N (%) 83/99 (84) 108/167 (65)
Intracranial haemorrhage at baseline, 28/79 (35) 43/144 (30)
n/N (%)?
Confirmed COVID-19 infection, n/N (%)°  1/99 (1) 2/167 (1)
Lowest reported platelet count, median 27 (14-60)'T 42 (20-65)*
(IQR), x107/L
Mortality, n/N (%) 47/99 (47)° 36/167 (22)°

Note: Number of missing values: 118; ¥29; 117; ¥4,

Abbreviations: COVID-19, coronavirus disease 2019; CVST, cerebral venous sinus thrombosis; IQR,
interquartile range.

?Missing cases (N = 43) had an intracranial haemorrhage with an unknown onset date.

®One patient had a COVID-19 infection prior to CVST onset; the date of COVID-19 infection onset
was unknown in the other two patients.

°p < 0.001.

Eur J Neurol. Sep 18, 2021 (doi.org/10.1111/en®8%113)
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7 75 v (ChAdOx1nCoV-19) i\ Tld, HMEZOIMRERIEDRIED 2 7| FIEk:
WE+aZE L, BET 274 F 74 vEONBROIEE 2 T, Y%7 7 F v EEE oI
FIRHAM 2 MGt 2 L EAH 2 L E 2 B,
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induced immune thrombocytopenia and thrombosis: VITT) FE 35 O HRf 12 35 1F
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1) The Division of Healthcare Management and Occupational Safety and Health (DHMOSH): Covid-19 Vaccines VIPIT
Interim Guidance. 12 April 2021:
https://www.un.org/sites/un2.un.org/files/coronavirus vipitguidance.pdf (8|#727tX :2021FE5816H) KhO{ERK



https://www.hematology.org/covid-19/vaccine-induced-immune-thrombotic-thrombocytopenia
https://www.isth.org/news/561406/The-ISTH-Releases-Interim-Guidance-on-Vaccine-Induced-Immune-Thrombotic-Thrombocytopenia-VITT-.htm
https://b-s-h.org.uk/about-us/news/guidance-produced-by-the-expert-haematology-panel-ehp-focussed-on-vaccine-induced-thrombosis-and-thrombocytopenia-vitt/
https://www.un.org/sites/un2.un.org/files/coronavirus_vipitguidance.pdf

3. REMERAFIR

12

3.3. RENMEHEOHBEFHRID

B AAEOREMEIZSNTOREAN, FAEERIC, FECINICRENELEOHFREZHRIG
(BRBERB) NMESNTVET,

B REEE(CHL. RBRENEONIEREFRES. BRERS. HHET. BRERES. 870
BEZ)NROONBBICIFELICEMZFICEKT LD, HONLCHHAL TSIV,

wEBERITEM INFRETVTHIZEESNIFEZOIREA] (CEHBEREBICEHIOIARZLH
LTWET,

SFHANFIANRTIIFY

I FRETU 7z

ERESNBHEEOTREN

@ LECICNMAT. S<FENIT. VU PRERE (FU/F IR BENGRRBRE).
EEIREE (NANRVSRVHEIK W BEZRIITHIRRENRESNTVET,

EERICLREDEISBEEPWVWOLLESHBOELLZE

RUIBEIR.THPHICEREREICSHBRILES L,

BiBER B DB E

— RN ZORRMENECEESNIRBZMBRBLEVVET,, PRFRRORIEREERS
(C3. ZHRMUBE. REETRA. SUHREENERA. FUHERESEASTISEINET,
ZDOHRTELRMEEE. BRIEERAE. ARIORKRHBRTHRESNTVET,
- SRMFLEE
EFRLPRARROREERBBRBTHOMN - BHE - BHLLICARELNROOND ZENORIEE.
Y - BREEES. HSTESRLSESEWERMHELET,
HHEHOREE - HEOXEMREICER I 2HRBEREEIDRETYT, BHE. TROHHET. BE
REZICIRED, RECHREEREDERNMERTZZENHDET,
1) BAMEPR $REBILE - RHEEBADES 1 RSV EREAR § SHEBLE - REREBADRI( R5122017. B8R, 2017
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FBIRT

BAERRE RS ENT (COVOOTaER. COV002: Bk, COVO003:ER. COVO005

HER) [CHEWTHRAIRIC

S5EIUEHRUIRBNEREDTREUENH2HRZHRLOBEEERIE. TRICRTEHED, BERE. BE

AR, BET CTUI, (FREBITOT—5hy b4 7K 1 202061287H)

BEEGIAFRF C20) (ERTIE B, SHRMUEBIENR1F]). WREHTIH(BHA) TL

bk paibegid
SEERSMRITNRER fI% N=12,282 N=11,962
MU EOBRROEEERZFHE L I-HKERE R (%) 115(0.9) 155(1.3)
BRERDEEER(RENEEDOFEMEDH 2 HRFNBIREZIL) B1% (%)
HHREE 42(0.3) 51(0.4)
REH SRR 15(0.1) 20(0.2)
BAET 7(0.1) 9(0.1)
RERE 4(<0.1) 1(<0.1)
EATE B 4(<0.1) 3(<0.1)
RREH K 3(<0.1) 4(<0.1)
BHEE 3(<0.1) 7(0.1)
AEBE 2(<0.1) 2(<0.1)
TIERE 2(<0.1) 1(<0.1)
REEE 2(<0.1) 1(<0.1)
M= 2 —0O/8F— 2(<0.1) 0
%R MRE(LAE 1(<0.1) 0
ERTEBBEA 1(<0.1) 0
HITERE 1(<0.1) 1(<0.1)
TR 1(<0.1) 0
BB R 1(<0.1) 0
5 6 X 1R FRE 1(<0.1) 0
RS A 0 1(<0.1)
BHEX 0 1(<0.1)

MedDRA/] ver.23.1

FAIDRRREBRER (BASRBRHSEN. EAE I/ IEEHR) (3. p.16-29Z2SRIZE,
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14

4, BIRIGD ZHEDHFEL

FEEER(CRIRISD EONDIERD HONID, REEED SEIRIGEBDONSERDEBENHH1HE
(Z. TRYA D OEHFTIREZE,

B EIRID/BEEEROCHES
(FRALSERD BIRIG/BEEER - BEAVEDLE - REFBHRFY 1)
https://www.azcovid-19.jp/inj/jp/ja/professional/contact-us.html

Q5 7 rr—vommIcHLT PR RSERHHFRIOFIANZTIF A b
FE ﬁ ﬁ {% % ° E ilﬁ\ w ﬁ 1% % 0) ﬁJ DA FURETOF T A ASRE. RO ISNADIF L. FAFSURLSEREIOSIIAILADITF 'Ji"/'.'-'.'t.':-‘-::;ﬂ

FLTUET, SrENEH - AREREECAM DA - SE— RN (ENREE - BEdRGEUATY) Wl

%E ™Y,

AN - A RARITA— A SR R DR RS- ED AL T ERNERYENE L SoTRED R
K

BREEFUTRESHREMT< 2.

( =T ¥ ) g ,

"l BRMRANLE. FARSEINRSOOFOOF A ANSEIRODISLAENNENLET.

"} —MnAsn FRRSCENREOO TS e INY E PN BB R ALET .

A 4

ERECEIATNEEREEREL L FREESHROPT,. PANSERDLT

O/ E=EROEEDRMIC

FUTIIEL] &R ﬁg_%?-rbeaaa-mnﬁm/asnxmnntﬁmmgw
WIrhmElR< ExL
( o _ § ) 5
d

OaEm/EEERESHECEL

smomn

W EANAN
b
RN
rann
seomsens  amawess
sz msnann
a4
= =m

X EMIE. WebY 1 MoAIEFHMNT 28A T, BHksciiER @O ox—viBBLET,
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https://www.azcovid-19.jp/inj/jp/ja/professional/contact-us.html

FHEEEDOREICEDE, EEREREFRAEBALITREIE L,
FMETREZISRIZI L,

B FHEEERICEDCEIRIGEVRE (BEEHEBHE)

https://www.mhlw.go.jp/bunya/kenkou/kekkaku-kansenshou20/hukuhannou_houkoku/index.html

B HBEIO0FV7FDRIRIGEEVRS ICOWT(EESHSEIE)

https://www.mhlw.go.jp/stf/seisakunitsuite/bunya/vaccine_hukuhannou_youshikietc.html

B 451V THHRES ATHE
SH3E4IFIRLD, BYREZMAYA MOF VSV TREEEER L. EXREREBRSHLE
(PMDA)NBHT B ENTED LS ICRD £ LT,

GREZHMY b ¢ https://www.pmda.go.jp/safety/reports/hcp/0002.html)

BN BRAICEAXBT T TR UICBREEZ 77V IV ATENTHIELTEERY,

B FHIEEERTHRESRICEET IER GREES) 20215 AR S (REEEITEINZEAHNET)
MRER FEIR REFTORM
. 17+7142F2— 4BFfE
SZE ,gx\> P
FEROOF DA )L ARERIE > ZOMDES _
2. ZDMORBZEEIR LIS
a fEMR m IR AN SR BE9R
b [REXITLWNA n MmME%#
¢ SEBTEENERE2% (ADEM) o AFHkgelE=E
d ZRMEBE p *®7O—TAEREE
e X% - BEE q MHEFME
f B r BB
g ITLWinA s REHRARAEIRAE
h ¥5v - \L—5E@ER t RNESEX
i SRR u BIEI%
j EEEIRRRE v OEEER
k REHEES w I ERE IR R 5T
| MEEE X a~WHADBEIEIEDERSA | ICEH

X MREARY KNI, a~WDIERIZCEENTHEDEFEAD T, RIBOBRIZIxJE U TEREZEIH L.
CHRELFESIVWETEISBEVWELET,
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https://www.mhlw.go.jp/bunya/kenkou/kekkaku-kansenshou20/hukuhannou_houkoku/index.html
https://www.mhlw.go.jp/stf/seisakunitsuite/bunya/vaccine_hukuhannou_youshikietc.html
https://www.pmda.go.jp/safety/reports/hcp/0002.html

5. ERPREAERIG R (ReMK - HolE - RERME)

FEFEASLVEA TEBESNCABRRBEZE(CARINTVWET, 2b. BASRRMSHERTICIE—
FRICBIFTZEBABRERBDIHBENEENTVET,

5.1. BN EBRHSET(BNAT —5)

(COVO001:kE&. COVO002:kER. COVO003:kER. COVOO05:KER)

TANSEXARRER 1 COVID-19DFHDIODNFRET )T OEME. TS LUEERIEEZTMHET 5
B SRS T (COVOO1EER. COVO02iER. COVO035IER. COVOO05HER) (AR EHME L)

BRI

(B ®] A\FRETUTFDOCOVID-19ICH I 2FMME. RERESLUZ2EZTMTEE,
[ K] UTOEERCEBNRERHABRISRICET 218U LDOKERE 24,2576,

- COVOO1RER[55 1 /114, ZaE] - COVOO3=ER[FE M. ToIL]
- COVOO2& B[ I1/11E. =E] - COVOOS=ER[%E | /1148, B 7 AH]

(7 FH] SREEERI2BICADN T, FECEEHRECOVNWTNOEHAAICTEIE/2(E3 ~28BHERT2EE
BUIzo ARV MIPCRIZRE (F73Z DL OERIBIRIRE) NG LB S TOREDIREA S LOCOVID-19%E
ROFEFEDWTNE2EEDEER1SAUETH > THEADIHEE Uiz,

Z2Mk(d, 2EEZSERTNRET“SLUTEIBESDREMERIT Y RER 2 I RICFHHEL /=,

X1 BWES KORERECOVWTIRFICEHLAVWRIR—2 5/ VROMBERIGEED A, MIEMERE NS RIGGES RERIERTER
Elfe REWIOVWTRIMERINEEZSTHBREENRE LT,

%2 1 1EIE. 2EBCHICIFEERSE(SDSD). X 1RIBERE. 2EBEZEERE(LDSD) (TRER)

K3 AMBRAEBAI TS F U EFEERIEK

X4 DO F AR EH T RIEB ULRRE

X5 2EETLMETIREFDS S, 1EEEEENSDTH>THKRE

<{EFEE>
1EBEEE 2EIHEEE
SDSD (%ZEHE) 5%10%vp 5x10%vp
LDSD 2F72132.2F72132.5%10vp 5%x10"vp

SD : standard dose ({Z#F&). LD : low dose (EFE). vp : VAILAKFE

|zen

FAE (S ERE T I EETE U7224,2446) (RHIRE12,2820), WERER11,9620)) =z 2EET 2 MHHE
MRNREFELTWET (T —F Ay b4 TH : 2020F1287H),

& EEEROES

RETIE, UTOBEOEEERITOVNT, ZNENORBPRRESRLLTVET,

B HEEEER
—RICT Y FVEBICEHET L SNBBEERIBA CEHE) HLULH] THO.
EER7EM (EERSOAR) ICRRL. BREAFEBL URELLEEER,

O B CESHER) BEREER

O2BKFEREER
B IFEREFEER
£EER28AMICHRL. BREROBED7OLATINELLEEER,
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B BEREER(FEER7EBRE)

TEBF-(F2EBEERX7HBICRR L7 F Vv EBE—RNICEET2REEETER (BIRD) DA
RRIFTFROEEDTLT=,

AFIDHEBEEH20% U LOERDS 5, 1LEEERDETOEROFERH (hRE) (FEEZEATHN.
Bl (EROXRB LK. hRE) (SEESBAEREIA. SEHSBAER. BEHELU0ER2H. Tt
NERIFTHTL ., 20BEBEEXOXRIBA (FRIE) IHNIEEBL4H,. ZOMOERFEEZATHN,
Bl (EROFBLAK. PRIE) (BHEHBUER. K. BRSLUEEE2H. HRE1.58. %
DDERIZTHTLT,

HERITICK 3 EER7HMOSEEEETROEERFIARIFRITIRR 1% (%)
HAM £iEE%0~70 1EB##E#0~7H 2 B#E#%0~7H
WRE A HIBE IR SRR A FIEE AR EREE A HB% N EREREE
1E B SDRE MR RE S 10,317 10,141 10,317 10,141 10,317 10,141
NEBEERBITHREL 2,725 2,573 2,664 2,503 1,926 1,799
o e 2,332 1,835 2,199 1,642 1,177 847
RERESER (85.6) (71.3) (82.5) (65.6) 61.1) (47.1)
BFOREEEER 2,002 1,244 1,845 1,094 886 498
£ Grade (73.5) (48.3) (69.3) (43.7) (46.0) (27.7)
. 52 19 38 14 18 7
Grade 35 L (1.9) (0.7) (1.4) (0.6) (0.9) (0.4)
2HEDREEEER 1,991 1,548 1,851 1,342 855 648
£Grade (73.1) (60.2) (69.5) (53.6) (44.4) (36.0)
. 229 67 197 41 40 32
Grade 38 £ (8.4) (2.6) (7.4) (1.6) @) (1.8)

(1EIESDZR 2 MR REF*)

a: AMABEIR A B AT F > (MenACWY) 7o FEERIEK

b: COV002iEREH & UFCOVOO3HBR TIE—MOBREN LDHFERETEREZNELI2/=d. 1EESDE MBI REREDBICENE Ul
CTEIB#I2EEHEERO~7THTRRELBEREER

d: BEENEE(BAEEHEHFE) ILELELTRESNER

BATIVICEBEDARY OB B HERE(IZ. ATTIRTIEAVY MU, BIAOEETRIBEREEROMANREL I ZDBE L, REFES
RII. VOFUEEHZEERIAE LT, 77 F U EERCOVOOSHIERTIZIO~6HEE T, MORBRTII7THEE THAFMLU .

*LEBREURINRERDS 5. 1EBEEENSDTHIHERE

EREDELER (MenACWY., 4BEIEKDERE/Y— Vi) DREBEERETEINIp.20-212 "SR
<&,

316
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5. BRPREBRIER (B2t - Bt - REFRM)

O B GESERA) BEREER

1TEESLU2EBEER7TEBICRBE LTV FUEEE—ROICEES 2 X 0BM CEHBLA) BEESE

RlE. TROLBNTUI
1EIB& LV 2EEEER7AMICRE LBAM CEHBU) BEAEER

AFHIRE SRR

. 1 2,656 1,845(69.5) 38(1.4) 1 2,496 1,094(43.8) 14(0.6)

2 1,922 886(46.1) 18(0.9) 2 1,796 498(27.7) 7(0.4)
el e T 1
Tl e e e L
T e SR I B M ) ;
Tl e . a2/ L 1
T e B 5 8 s B
T R T . T -1 8
g | |——oes 120U |7 L1 | #0s 8
T - S B T B -

BRROBEEREFENRRRERSEOEICHELRHELL
alAMRAREBAI TS F U EIEERIEK

O2H5BERESER

TEES L2 EHEBR7ABICRR LV FUEEE—RNICEEI 22 EREFTEEREITROES

(1EIBSDZ &M REM)

18

V) T‘bf—:o
1EIEES2NEEEZ7HEICRREL-2BFEEEER
E.y:ilk:c i R SR
s £Grade Grade 3BL E g £Grade Grade 3L E
my | HREH 1% (%) 5125 (%) @y | HREH 1% (%) 1% (%)
- 1 2,664 1,851(69.5) 197(7.4) 1 2,502 1,342(53.6) 41(1.6)
2 1,925 855 (44.4) 40(2.1) 2 1,799 648(36.0) 32(1.8)
. 1 2,655 1,317(49.6) 71(2.7) 1 2,496 834(33.4) 18(0.7)
7 2 1,922 515(26.8) 20(1.0) 2 1,796 360(20.0) 11(0.6)
— 1 2,655 1,291(48.6) 63(2.4) 1 2,496 844(33.8) 15(0.6)
Rl 2 1,922 514(26.7) 16(0.8) 2 1,796 381(21.2) 16(0.9)
sag 1 1,745 711(40.7) 62(3.6) 1 1,593 267(16.8) 4(0.3)
I 2 1,011 172(17.0) 7(0.7) 2 895 100(11.2) 3(0.3)
] 1 2,655 1,071(40.3) 43(1.6) 1 2,495 463(18.6) 6(0.2)
R 2 1,921 364(18.9) 10(0.5) 2 1,794 193(10.8) 5(0.3)
I 1 1,745 546(31.3) 61(3.5) 1 1,593 141(8.9) 1(0.1)
B 2 1,011 94(9.3) 2(0.2) 2 895 46(5.1) 1(0.1)
s 1 1,745 544(31.2) 61(3.5) 1 1,593 107(6.7) 0
T 2 1,011 54(5.3) 2(0.2) 2 895 37(4.1) 0
] 1 2,655 634(23.9) 28(1.1) 1 2,494 242(9.7) 7(0.3)
BIEnFE 2 1,921 195(10.2) 7(0.4) 2 1,794 134(7.5) 7(0.4)
o 1 1,745 353(20.2) 12(0.7) 1 1,593 176(11.0) 1(0.1)
ET)N
2 1,011 83(8.2) 3(0.3) 2 895 64(7.2) 1(0.1)
sushc 1 2,588 184(7.1) 17(0.7) 1 2,422 22(0.9) 4(0.2)
2 1,873 23(1.2) 2(0.1) 2 1,765 19(1.1) 3(0.2)
B 1 1,745 24(1.4) 4(0.2) 1 1,593 13(0.8) 1(0.1)
5 2 1,011 7(0.7) 2(0.2) 2 895 3(0.3) 1(0.1)
a: AMMBEIE R ER AR Y F V£ FEEREK (1EESDR &M RIT N REM)

b: THNBAEMDRER

€:38.0°C Bk, 39.0°C(COVO005 HEEDH#39.3°C) U LDIBH., BEEHEE (Grade 3) U EE LTz
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B ERESR(FEER28HR)

1EIB&7-(32EIB#EZ28AMICRB LIFRERESFRIEITROEE N TLT,

EEZ2HEDIEREFTEEROMUE 1% (%)
HAE BixER 1EB#ER 2EIHEER
REE AHIEE *fEREERE AHIEE ERZERE AHIRE R EERE
R RELR 12,282 11,962 12,282 11,962 12,282 11,962
wh | s | &R | R | i |
SRERZXICEET B 4,060 2,527 3,609 2,123 997 629
FEREFEER (33.1) (21.1) (29.4) (17.7) (8.1) (5.3)
Clels S & &0 b & 08 09
(EBRLMRITHRER)
a: MEBEREAEEAR T F Y E I FEBAIEK
b:EATTVICERDA Y M H2EREIF. ATTURTIEH I hLT,
c:Grade3: EE., Grade 4 : £@m%&ENY. Grade5: 3T, Grade 5/3COVOOSHRB TOHNESNT=,
HER2HHADIEFERTEER (WITNHO DEERH T22%HENR) OHE R 7125 (%)
AFHIEE X ERZERE:
BT RE 10,317 10,141
00 FEBEBAERE 1,471(14.3) 902(8.9)
GEL] 1,278(12.4) 872(8.6)
oSt 1,031(10.0) 425(4.2)
Ft 982(9.5) 246(2.4)
i) 565(5.5) 352(3.5)
EE 470(4.6) 119(1.2)
BN 315(3.1) 172(1.7)
B 302(2.9) 167(1.6)
Bl 236(2.3) 149(1.5)

MedDRA/J ver.23.1

al MARERAEEAT T/ F VR FEERIEK

HEETEEER

(1EIESDZR &M REM)

BREEORRBROD CHMSNICERCBEERIE. FABTERIM, BEETETFRAIFITLL,
RTIAABH TCREXMERE (ERESERR) 10, ERGEBZHSBHEMEDIFITHD. BRIESE
[CEhWInEaREEBEEORRBERIIEESNE L

ARAERAEN COEEEFADBHREZEATVET,

[FERCAE] 1E0.5mL%E4~12BEOBRBEH W C2EARARNICERET %,
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5. BRPREBRIER (B2t - Bt - REFRM)

B XRERN BHEREER

TEB&F2EEEER7ARMICRR ULV F U EEE—RNICBEET2RHEASTER BIRID) DXRE

AIFRBINRIETROEE N TLI,

BEER7ARICRR LS EEEEROHE

B (%)
HERR AR . MenACWY,/ | MenACWY/ | 4ERiEk/
MenACWY EERIRK EERIRK
RESEERBITTREL 2,725 2,537 1,514 100 959
REAEER® 2,332(85.6) 1,835(71.3) 1,280(84.5) 81(81.0) 474(49.4)
BFRORSEREER 2Grade 2,002(73.5) 1,224(48.3) 968(63.9) 60(60.0) 216(22.5)
Grade 3B LS 52(1.9) 19(0.7) 6(0.4) 1(1.0) 12(1.3)
LHOREREER 2Grade 1,991(73.1) 1,548(60.2) 1,066(70.4) 65(65.0) 417(43.5)
Grade 3Lk 229(8.4) 67(2.6) 26(1.7) 1(1.0) 40(4.2)
(1EESDRLHRITHRERY)
1EBEER7ABICRR L HREREEROHE 155 (%)
LS AR e MenACWY,/ | MenACWY/ | 4£ERiEkK/
MenACWY EERIRK SEERIEK
REEERBITTREL 2,664 2,503 1,493 100 910
BEBEER® 2,199(82.5) 1,642(65.6) 1,198(80.2) 78(78.0) 366(40.2)
BFRORSEREER 2Grade 1,845(69.3) 1,094 (43.7) 871(58.3) 57(57.0) 166(18.2)
Grade 3Lk 38(1.4) 14(0.6) 4(0.3) 1(1.0) 9(1.0)
LEDPBEEEER 2Grade 1,851(69.5) 1,342(53.6) 968(64.8) 62(62.0) 312(34.3)
Grade 3Bk 197(7.4) 41(1.6) 18(1.2) 1(1.0) 22(2.4)
(1EIBSDR & MBI REM*)
2O HEER7THRAICRR UL -REEEEROEE % (%)
poficE-3:d
B AR . MenACWY,/ | MenACWY/ | 4E&iEk/
MenACWY EERIEK EERIEK
BESERBITTREL 1,926 1,799 825 70 904
RHEBESR 1,177(61.1) 847(47.1) 541(65.6) 27(38.6) 279(30.9)
BFROREREER 2Grade 886(46.0) 498(27.7) 375(45.5) 13(18.6) 110(12.2)
Grade 3Bk 18(0.9) 7(0.4) 3(0.4) 0 4(0.4)
LEDRERSER 2Grade 855(44.4) 648(36.0) 387(46.9) 18(25.7) 243(26.9)
Grade 3Bk 40(2.1) 32(1.8) 8(1.0) 0 24(2.7)

[

b 1TEHE£32EBE#HBE#RO~7THTRRLHEASER
BATITVICEBDARY MHHEREE. ATTURTIEATY MU, BIEOEETIIMHEEEEROFESRERIZNBEL. FEESE

ERIG. 7FVEBREZEBROBELT. 77 FVEBRCOVOOSHER TIZ0~6HEE T, MOHRTIZI7THEEZ TEHTM L,

CEEENEEBAREHEHFEE) I LTRESNLER

* 2RERSUHRMINREADS 5. 1EEBEEENSDTH KRS

(TEIESDZ&MRITI REM")

1 COVO002:#EH LU COVOO3FHER TIE—HDERRENODHARFEBERREMNEL/720. 1EHSDREMRITIIREREDBICENELT.

ARAEREN COBEEADBREEATVNET,

(AERCEE] 1E0.5mLE4~1 28R OBBEAEH W\ C2EHENICEET .
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1EIBSLU2EBEE#R7BMICHKIR LI-Grade 3B EDOFEEEER

. 8 FHR ) MenACWY / MenACWY / EBRIEK/
R GERNEM | g SXE MenACWY EmEEA EmaEk
n (%) n(%) n (%) n(%) n(%)
o 1 38/2,656(1.4) 14/2,496(0.6) 4/1,493(0.3) 1/100(1.0) 9/903(1.0)
2 18/1,922(0.9) 7/1,796(0.4) 3/825(0.4) 0/70(0) 4/901(0.4)
1 9/1,745(0.5) 2/1,593(0.1) 2/1,493(0.1) 0/100(0) -
33 Bt SR AR
EREHER 2 0/1,011(0) 1/895(0.1) 1/825(0.1) 0/70(0) -
1 25/2,655(0.9) 4/2,496(0.2) 3/1,493(0.2) 0/100(0) 1/903(0.1)
33 Bt (3
AR 2 14/1,920(0.7) 4/1,794(0.2) 2/825(0.2) 0/70(0) 2/899(0.2)
L 1 2/2,623(0.1) 2/2,466(0.1) 1/1,493(0.1) 1/100(1.0) 0/873(0)
LA 2 0/1,877(0) 1/1,744(0.1) 1/825(0.1) 0/70(0) 0/849(0)
1 0/1,745(0) 0/1,593(0) 0/1,493(0) 0/100(0) -
S BRI B
AR AR 2 0/1,011(0) 0/895(0) 0/825(0) 0/70(0) -
N ——— 1 8/2,655(0.3) 5/2,495(0.2) 0/1,493(0) 0/100(0) 5/902(0.6)
AR 2 7/1,920(0.4) 1/1,794(0.1) 0/825(0) 0/70(0) 1/899(1.0)
1 2/2,622(0.1) 0/2,466(0) 0/1,493(0) 0/100(0) 0/873(0)
S Bt A
RN 2 0/1,876(0) 0/1,745(0) 0/825(0) 0/70(0) 0/850(0)
1 2/1,745(0.1) 0/1,593(0) 0/1,493(0) 0/100(0) -
SESTERALAESS
L 2 0/1,011(0) 0/895(0) 0/825(0) 0/70(0) -
1 4/910(0.4) 4/902(0.4) - - 4/902(0.4)
33 Bt R HAME
SESIERAI 45 5 4/909(0.4) 1/899(0.1) - - 1/899(0.1)
1218 A MenACWY / MenACWY / EEBEK
=% I xR MenACWY AEEIEA BRI
n(%) n(%) n (%) n(%) n(%)
- 1 197/2,664(7.4) 41/2,502(1.6) 18/1,493(1.2) 1/100(1.0) 22/909(2.4)
2 40/1,925(2.1) 32/1,799(1.8) 8/825(1.0) 0/70(0) 24/904(2.7)
- 1 17/2,588(0.7) 4/2,422(0.2) 0/1,476(0) 0/49(0) 4/897(0.4)

2 2/1,873(0.1) 3/1,765(0.2) 1/813(0.1) 0/63(0) 2/889(0.2)
. 1 61/1,745(3.5) 1/1,593(0.1) 1/1,493(0.1) 0/100(0) -

e 2 2/1,011(0.2) 1/895(0.1) 1/825(0.1) 0/70(0) -

- 1 61/1,745(3.5) 0/1,593(0) 0/1,493(0) 0/100(0) -
o 2 2/1,011(0.2) 0/895(0) 0/825(0) 0/70(0) -
e 1 28/2,655(1.1) 7/2,494(0.3) 3/1,493(0.2) 0/100(0) 4/901(0.4)

Ve 2 7/1,921(0.4) 7/1,794(0.4) 0/825(0) 0/70(0) 7/899(0.8)
—— 1 43/2,655(1.6) 6/2,495(0.2) 1/1,493(0.1) 0/100(0) 5/902(0.6)
R 2 10/1,921(0.5) 5/1,794(0.3) 0/825(0) 0/70(0) 5/899(0.6)
. 1 71/2,655(2.7) 18/2,496(0.7) 9/1493(0.6) 0/100(0) 9/903(1.0)
2 20/1,922(1.0) 11/1,796(0.6) 3/825(0.4) 0/70(0) 8/901(0.9)
- 1 63/2,655(2.4) 15/2,496(0.6) 6/1,493(0.4) 0/100(0) 9/903(1.0)
R 2 16/1,922(0.8) 16/1,796(0.9) 2/825(0.2) 0/70(0) 14/901(1.6)
. 1 62/1,745(3.6) 4/1,593(0.3) 4/1,493(0.3) 0/100(0) -

e 2 7/1,011(0.7) 3/895(0.3) 3/825(0.4) 0/70(0) -

R 1 12/1,745(0.7) 1/1,593(0.1) 0/1,493(0) 1/100(1.0) -
L 2 3/1,011(0.3) 1/895(0.1) 1/825(0.1) 0/70(0) -

- 1 4/1,745(0.2) 1/1,593(0.1) 0/1,493(0) 1/100(1.0) -
. 2 2/1,011(0.2) 1/895(0.1) 1/825(0.1) 0/70(0) -

C BRI EBRNGCAERORE

(1EIBSDZ M BT REM)

- F#(38.0°CLLE. Grade 3B E($39.0°CELE) (2DWT, COVO01. COV0023& £TUCOVO03:EHIFKEFDA DMIDDT Y FUIHRART —IL %,
COVOO5&ERIFKENIH DAIDSOEREE R 7 — )L &L=,
cEBRERG, EREEEFROBINRELEZDBFE LI

c WRENEMERCEEERERBRLIISE,

REGradeDBEWEESEREMITTRE L,

- RHEBESRIIVIFUEER. COVOOSHERTIIO~6HBE T, MORBRTIITHEE TEFHILT 3R BREHICKDEHE LIz
- COVO055 B CGrade 4NBEEERIEIZDBOONEN 7o, BRE. BOBIUIER(ZCOVOOSHER TIFFHI SN TLVEW, EFEEDFHEAUE SN
Mozt KR BEICOVOOSHBREERATUWRL, REDEREEETHRE S NIMEICED
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5. BRPREBRIER (B2t - Bt - REFRM)

| B (covostar. covoo2stis. COV0035HER. COVOOSHBOHAET—%)

B EEHEHEE : 2EHEES15HLEICREL, SARS-CoV-2E At
o LRSI RERE NI ROERIECOVID-19IH T 3 EHE

FEMEME 1 [37.8°CUEDHEE, W, BN, BREX(EKEHEDIDLELTIODEREE T HE ] EEE

R=2AS54 VIRBMERGEEDSDSD+LDSDEMMEET T RER ICHWT, AF2[EIBEER1SHMUBED
BHRIITEROESNDTL,

COVID-19ICX g 5 H =X

FFCOVID-195E1 <> FRIRR kA
- HHE(%) .
BATH RE — smRER los%fEmxm: | PE
0 50 100
N n(%) N n(%) [ T ]
TERmAS
SDSD+LDSDIME & 84 248 66.73
SRt 8597 | (098) | &8 | (2.89) - (57.41.74.01] | <0007
IR T RER
SDSDIME kIt 74 197 63.09
samrarngem | 20 | q.03) | 2170 | @74 [51.81,71.73) | <0-001
SDSDISE Rk
EERIEA~ 1238 5849 | 62 | 5763 | %6 — 5880 | <0001
BB X R aam Q@7 [44.63,69.64]

BIREAR  2EIBOEFER15BLUE., RX1FEH

SD: 2#fM=E. LD {&MAE. SDSD : 1[E8. 2B & (CIEEREREE. LDSD : 10EEAE. 2RBEREREEE

a. BHE(%) = (1-(FABEDI RV SRR/ TFREFED IR MFEEFEE))x100
HBES. BEH. 20UV IBOEM(18~55. 56~69i%. 70MMUE)EZRTFL L, BHEEONMEEA 7ty hEHE LIZRT7 Y VEIRETIL
(vs. XFEREEE)

b. EERERFEL. RBRES. RVU—ZVI/BOER(18~55M. 56~69%. 70U LE)EBHIREFELTEH. KENEDOERLEAEZRV:
BRULRT7Y VEIRETIL (vs. WHREEE)
BEDHRRIISKIEFEXE=1-) X7 DS %IEEXHE

B EIRFHEIEE (BoEERET) : 65mU LOBHEHAICEWT2EH
EERISAMEICRIEL. SARS-CoV-2BEN VLR EMICHERR
NI FEDOEMRIECOVID-19ICX T 5 F %=

R—=RSAVHMEREEBREDSDSD+LDSDEM BTN REFDS 5. 65U LDEAERICHTHEK
2RI EEERISAUEOBENRETROLEENDTLI,

65mU L DA ERICEFBCOVID-19IC T B FRhFE:

MROERIECOVID-19RTRT
B R AR SRR bl i
N n(%) N n(%)
65 BBl EDRERE " 703 4(0.57) 680 8(118) | [soog g5.54] 0.233
65 EhD 44.82
B4 ~12 A0 RRE 687 4 (0.58) 666 7 (1.05) [-88.81, 83.88] 0.343

KA TIZ6SMATREED T F U EMEIZDOWTEE L TULVEL,
BRI  2EBEEROI1SAMUE. RX1EM
B A E - 1 BEE#($79.08. 2EIB0EE®R15HLUEZ33.06H(F—%hy b4 7H20206E1287R)

N @ SFEBIEL. n @ FIRGIE

a. RBRES, HEE. V-V I BOEMR (18~55m. 56~695. 70U L) #RFL L. BIEMHOMEEL 7y cE#HELEZRTY VEIRETIL
(vs. SHERZEEE)
BHEDISWEBXE =1-J X7 LLDIS%IEFEX R

b. 65U EDWEREIZVWITNESDSDOEREEZ (T TS
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B EEHRER OB R (RFELER)

R=2 54 VEBMERISEEDSDSDEMERTHRERICHWT, HERERI4~12BOHENTIE, &

BEEROERIIBEHEROLRICEELTWSIENREBINE LT,

COVID-19*ICx T B H R

MFEDOEREECOVID-19FR KRR
EENR AFIE XfFRIERE [9f%?§¥*é£éa]c
N n(%) N n(%)
o 50.48
LB 8B 4,294 47 (1.09) 4,183 90 (2.15) [29.55, 65.19]
- - 72.64
SELLE12BLT 1,555 18 (1.16) 1,580 66 (4.18) [53.95. 83.75]

N=FFEFIE. n=RBEHIEK

(SDSDAE MR SREM)

a. 1B B#BRIDSARS-CoV-2IMERIGH IRIETH D, 2B DEBHRISAMUBEICHKIRL. SARS-CoV-2BEA V1L REMCHER S NI FHDERME

COVID-19
b. AMBERAE RS TV F U I (FEERIBK
C EEMEZRTFEL. BHEBEONEES 7y MEKE LRT Y VRIRET L

ARAEREN COBEEFADBREEATVNET,
(AERCHEE] 1E0.5mLz4~12B8BOMBEEH W TC2EEHARICEEYT 5.
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5. BRPREBRIER (B2t - Bt - REFRM)

| 5252 [ (covoo15t8R. COV0025i82. COVOO3HIER, COVOOSHBDHAT—4)
W RMERRZE « PITE (FEnB R S E8#T)

NR=2Z4 VBMERIGEEDSDSDREREBTIRELICEWT, 20 HEEZR 28O FMHTAMIE

TROEENTLT

SARS-CoV-2IZx43 %Rl if

18~645% 65 L
n/Nsub 598/1,491 78/215
GMT 185.74 109.60
5% EREX 2 (168.87,204.30) (84.84,141.59)

a: Clopper-Personi&IC& %

(SDSDSRRFEIEBT I RER)

Nsub=#M R DEY T VIL—TORBER. n=ZORKATHEMEREBR DYV TILEET 2HREY
GMT : (A Fi9H1441fi (geometric mean antibody titer)
WEREHNITH LT £BOHMMXn) OBEONFERAFHETZZLICE->TEONS. WREFHOFHOM (Y XTXX2x + .+« xXXn)

[ K] RX—XS51VEOMEREH REDSDSDREZERIEBRTNRER
(75 %] SARS-CoV-2DEV A )L R %AW =R FFE2 % (N Dso) Z F W THRAFTRMZ8IZE LTz,

W Z7EH R ORI (RRIVEET)

N—RZ7AVHNERIGEEDRERERTINRERCSEWVWT, TEIES JV2EBEEROPFIEAM
(BEIAILR)ITROEED, BERRBOERICHVER T ZEENBDOONE LI,

SARS-CoV-2(2349 % BRI DR M A (BB 1 L ARTIHRE D HTE)

1EE & 2E H OEERRE
BEEERR HEL ESEFK T SELLE12;58LF
N=815 N =587
n 396 195
R=25( Y GMT 20.662 20.291
(95% =X ) (19.99, 21.35) (19.72,20.88)
n 352 172
1E B #E%28H GMT 53.856 68.915
(95%ISHEX ) (47.26, 61.38) (56.72, 83.72)
n 356 182
26| B #1EH%28H GMT 130.936 215.953
(95%ISHEX ) (115.22,148.79) (187.10, 249.25)

GMT : #{AIF9H444f (geometric mean antibod ytiter)
BEREHNISHTL T £BOHMXn) DBEONFEREZHET 2 EICE>TELND, WEREFHDFHINM (nV XTXX2x + .+ « XXn)

N =T R E7R D HERE

n=HAEATHEE £ 72 (ERE L TWARWVERER

NE = ST

(SDSD%& R M #2733 SR EE M)

ARAEREN COBEEFADBEREEATVET,
(AERCHEE] 1E0.5mLz4~12BBOMBEH W 2EEARICEET 5.
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5.2. EIN% | /11185 5%

(D8111C000025K5%)

FARSERAERER : COVID-19DFFHDODNF AL T 7DReMS LV REREETHET 2
ERE | /11 48REAR3ER (D8111C00002KE%) (RIS STME £

AR

[B W] N\FXRETUVT7DCOVID-19(28d 2 EERES LVLE AT 2L,

[ K] 18mULDEARA256%!

(B &) ZHERAR - #EAL - —EER - 75 ERNR - BITEHBLESR,
WREEESRIZ3 1 1ZEIDRHF, RASX100vp* (EKRAR) 223 75N (EBERIEK) #4BERE THAR
(22[EEE L,

X 1AL AKFE

| =2t
FAF (I REZ 1B EEE U 722566) (FRAEE19201. WIRER64F]) 2 T2 MEBTREF L LTL

¥ (F—%hybAT7HIFTEBEERS7H),
BEERBLVERRREEIZFDADToxicity grading scale (FDA 2007) #FWCEFEEAZHELTWET,

| G SEEROES i
| RETIE, UTOBENEEERIOVT, TNPNORRRRESTLLTVET, !
| N BEEEER |
| BN FUREICEET 5L S 3B ERR BH CERE 5L U2H] TH, :
| BERcEM(BEEANTEM) IRREL. RREOEEAVTRELLEEER, :
| OB LR BEEEER i

O2BREEEER
HIERERESER
&EER8AMICRAL, BARBOBEOTOLATIELLEEER,
B HEREER

TEIBx£/-(X2E B EROHBICRIRLAVIFUEBELEEI 2R ERESERORBRRAIETROESED
TlTze AFDEREENT0%ULEDERDSE, 1NEEEZDETOEROREIEH (FRE) FEEZRH
THH. BB (EROFXBRL-AK. PRE) (HEHSBMUERIA. EHBAERE3IE. HRBE2H.
DMDERIFTHTLU =, 2EIEHEERORIER (FRE) (FRHAIEELH, ZOMOERIIEEZHTH
D, FHHEHE (EROXBELHK. hRE) SEFBAERS JOHRBE2H. ZOMOBERIFTHTL:
(REBROFMIEp.26% TSR IZEW),

1EIHF(X2oBHiEEZHRANKEREEROERIANRN B85 (%)
HARE 16 B#%E#%0~6H 2[E BH#EE%0~6H
MREE AHEE popicE S AHIEE policE Sy

BITHREHR 192 64 176 61
READKEEEER

£Grade 116(60.4) 6(9.4) 73(41.5) 3(4.9)

Grade 3B kP 2(1.0) 0 0 0
2EDREEEER

£Grade 106(55.2) 9(14.1) 54(30.7) 10(16.4)

Grade 3B kP 9(4.7) 0 0 0

N N . (R )
at£BRIEK b EEENEE(HEEHEZHF2E) U LELTURESINIER
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5. BRPREBRIER (B2t - Bt - REFRM)

O B GESERA) BEREER

AARICEIHTEES SO EHEBROBMREREFRIIUTOESED TLT

1TEESL2EHEERBMICREL-EMBEREER

AEIBE IR
£Grade Grade 3l E £Grade Grade 30
AR T 21 |nsEn
FI% (%) B (%) 1% (%) B (%)
1 192 100(52.1) 1(0.5) 1 64 4(6.3) 0
ST ERAIE R
2 176 41(23.3) 0 2 61 2(3.3) 0
1 192 85(44.3) 2(1.0) 1 64 3(4.7) 0
SESTERAL E D
2 176 60(34.1) 0 2 61 2(3.3) 0
1 192 4(2.1) 0 1 64 0 0
SESTEBAIAERS
2 176 3(1.7) 0 2 61 0 0
SEETERATHIBE,/ 1 192 1(0.5) 0 1 64 1(1.6) 0
£ 2 176 1(0.6) 0 2 61 0 0
. 1 192 1(0.5) 0 1 64 0 0
SESTEMIEERR
2 176 1(0.6) 0 2 61 0 0
MedDRA/] ver.23.1 (ZL&MRITHRER)
arEERIEK
b : MedDRATFIEZE
EROETEERERBUBRE L. REEELGrade TIHE LT,
== ==
O 2B EEEERR
ARRICE(TZT1RESLV2NEEERDEEREEEERIIUTOESED TLT -,
1R KO2EHEEZHMICREL 2R EEEER
FHIBE RS
£Grade Grade 3L E £Grade Grade 30
B | mEn 21 |unEn
15 (%) 1% (%) B (%) % (%)
1 192 68(35.4) 3(1.6) 1 64 3(4.7) 0
AR
2 176 29(16.5) 0 2 61 3(4.9) 0
1 192 67(34.9) 3(1.6) 1 64 3(4.7) 0
2 176 19(10.8) 0 2 61 3(4.9) 0
1 192 54(28.1) 3(1.6) 1 64 6(9.4) 0
2 176 19(10.8) 0 2 61 3(4.9) 0
1 192 48(25.0) 4(2.1) 1 64 2(3.1) 0
GEY]
2 176 17(9.7) 0 2 61 5(8.2) 0
- 1 192 38(19.8) 4(2.1) 1 64 0 0
o 2 176 1(0.6) 0 2 61 0 0
1 192 19(9.9) 4(2.1) 1 64 0 0
FEND
2 176 3(1.7) 0 2 61 1(1.6) 0
1 192 9(4.7) 1(0.5) 1 64 0 0
B
2 176 2(1.1) 0 2 61 0 0
1 192 3(1.6) 1(0.5) 1 64 0 0
B
2 176 0 0 2 61 0 0
MedDRA/] ver.23.1 (R MRITHRER)

a i AEERIEK

b:37.9°CM L. 39.0°CUEDIHA. BEEHNERE (Grade 3) U L& LT

BHEOEEERERREULERE L. RLEERGrade TIHA LT,
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HIERERESER

ARRICEWTIEES L2 BEER28HEDIIFRFEREERIE. TROEEHTL,

BIEER28AMPICKRE LR EEEER 1% (%)
EER AEIE polib3i
REMRITHRER 192 64
HREBEER 48(25.0) 12(18.8)
SRR ORRBERASE CERVIEREESER 27(14.1) 5(7.8)
Grade 3L k< 6(3.1) 2(3.1)
(R&MBITHRE)

a:1dB., 2EEEERVINEZNENATV Y ML
b: AERIRK
CEBOBEERNRRELUHRE L. REEERGradeTIHiiL7z, Grade 3 : EE. Grade 4 : £@m%E BN, Grade5: kT

BiEEZ28HMICRBALEERIEREFEEROAR 125 (%)
TEMRITHRER
=E A *fEREERE
REMEBITHREL 192 64
BFEER
I 11(5.7) 0
SESEBAIRE 8(4.2) 0
BhATE 6(3.1) 1(1.6)
HFEER 5(2.6) 0
i) 4(2.1) 3(4.7)
Bk 4(2.1) 1(1.6)
HEE 2(1.0) 0
s 2(1.0) 0
LT 2(1.0) 0
[ 2(1.0) 0
T 2(1.0) 2(3.1)
GEP] 2(1.0) 1(1.6)
TESTERAIATBE 2(1.0) 0
[ 2N S5 R 2(1.0) 0
UTEEDS 2(1.0) 0
% 5 EEE 2(1.0) 0
MedDRA/] ver.23.1 (Z2MRIT N RER)
at BRIk

BEOEEERERREULBRREL. RUEERGrade TFHA L.

HEELCRESER

FHRRICEVWTRTHAFRESNEEATL ., EELAEEREFEREN LRERRIFAINRESNEL
feht RBRECORRBEREEESNE LI,
Flo. REPLEICESTBEREREBBESNEEATLI,
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5. BRPREBRIER (B2t - Bt - REFRM)

| emi

O &ERE : AN VERE R (FEFMER)

AFI2[E|B#EE%28HDSARS-CoV-2II T 2 A/N\A VMELER(ETROESE N TLE(p <0.001, vs.
WHHREREE. FisherOEEFEERRE),

20 H#EE#®28HMDSARS-CoV-2[Ix T B MANAS I FRER

25H 18~55/% 56 E
AHIEE popicE S AFIEE POLEE S P} I EREERE
(N=174) (N=60) (N=83) (N=29) (N=91) (N=31)
BATHREY 174 60 83 29 91 31
(ﬁ%ﬁﬁgggﬁgt%ﬁ%& 174(100.0) 0(0.0) 83(100.0) 0(0.0) 91(100.0) 0(0.0)
95% (S HER R (97.9,100.0) | (0.0,6.0) | (95.7,100.0) | (0.0,11.9) | (96.0,100.0) | (0.0,11.2)
pl& <0.001 <0.001 - <0.001 -
(N= S ERIERITIRER
a: EEEIEA

b: Clopper-Personi&lZ&%

O &ERE : PHNELER (BIRFH@ER)

AFI2EB#EE%28HDSARS-CoV-2 (I 2HMAEISERIL, TROEESH TL(p<0.001, vs. I
B FisherO BIEERRE),

2O H#EE®28HMDSARS-CoV-2(I3xt 3 5 RMEILER

2% 18~558 56 L
AHIEE T EREREE AFIEE X EREEEE AHIEE popEE g
(N=174) (N=60) (N=83) (N=29) (N=91) (N=31)
R REH 166 59 80 29 86 30
@ﬁgg@gﬁtwﬁ%& 103(62.0) 0(0.0) 54(67.5) 0(0.0) 49(57.0) 0(0.0)
95% (XA’ (54.2,695) | (0.0,61) | (561,77.6) | (0.0,11.9) | (458,67.6) | (0.0,11.6)
piE <0.001 - <0.001 - <0.001 -
(N= S E R REE)
a: EEEIEA

b: Clopper-PersonisI2&%

(¥ K] GREZ2CEELLRRIERITYRER2346] (KA1 746). NEREF604])

[ &NV F—hSNIMSDILE¥HIT vt TRIE LI=SARS-CoV-2D R/ ZHIRICK T DHAIGEE,

SNTARE DA )L ZARIFUEDHTE TRIE LIZSARS-CoV-21238 9 2 FRFUARISE R Z M L 7=,

NUT—hk

* FURIDE 1 R—R 51 VEICN Y 24F U OV LR EFFINE L EE
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O &iERZ « P EIRFEER)

AFIN CIE &% 28H (Day29) & LU B #E%28H (Day57) DSARS-CoV-2(x4 9 & FI A3 18~55
B T67.26AU/mLE K TUM07.30AU/mL. 5658 LB T46.11AU/mLE K 1U90.00AU/mLT LT,

SARS-CoV-2[2x 3 5l iFmaiER7Oy k

o— A A A
18~55i% 8 56~69m B 70m L L8
(AU/mL)
10,0003 3 3 3
i i [ i
HE 1000+ E ° . e .
£ ] E TP o 1 .
P ] ] ] & ] . °
= ] ] ] | . .
He [
#1004 3 3 } E :
] = = = ] - ] ] = ] = f
10— T T B T T T T T T T T
Dayl Day29 Day57 Dayl Day29 Day57 Dayl Day29 Day57 Dayl Day29 Day57
Bl (60) (58) (59) (83) (75) (80) (61) (56) (58) (30) (29) (28)

(eRFERTNRER)

(¥ &R]AREZ20IEELRERERITYREN2340] (KFE1746). EREF60H])

(B &) BRI IILZRTAEDHETAE LZSARS-CoV-2(8 ¢ 2 FFFLAMICDOWT, 77 FVEEH. 1EIB#EER
28H. 2EIE#E%R28H (Dayl. 29. 57) DERHEBZITML I,

70y MIPRIEE M EE TRER

DoF U EER%ZDay1E LT, 1DB#EE%28H. 2EIB#E%R28A(3. TNZNDay298 & UDay57& LTz

Frésfii : MSDILEZR T v A ICEDRIE LI-GMTIE

GMT : #{MF95 44 (geometric mean antibody titer)

WEREHNIIH LT £2BOHMXn) OEONFERAHETHZEICL>TUEONS, WREFHOTIYOM (nY XTXX2x-.+-xXn)
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6. ZE /R

6.1. B.1.351 EREKICHITH2FMEDFHERER

B7 7N CTHRABBREENRICEHBIN-SHR_EER SSURANBLEERERICSEWT, B.1.351Z8
IR 2BMEICDOWTEFENfTTHONELIZY,

FHElFE R DB E

s REIBED2.5%(19/75061). F>EREED3.2% (23/7176)) (CERENSHEFEDCOVID-19DHKIEH
Hoi. 77 FVEME(Vaccine Efficacy) (321.9% [MRI95% SFEXE: —49.9, 59.8] TL 7=
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Suspected adverse reactions to COVID-
19 vaccination and the safety of
substances of human origin

3 June 2021

Table 1. Number of administered doses of COVID-19 vaccines and selected suspected adverse
reactions* by reaction type in EU/EEA, as of 28 April 2021 [15,16]

Adverse Coagulopathy (% of ADM) DIC (% of ADM) ITP (% of ADM) TP (% of ADM)
events
c‘?avcl:::g 9691295 17625 5 1 5 1 39 2 55 6
Moderna (0.181864) (0.000052) (0.000010) (0.000052) (0.000010) (0.000402) (0.000021) (0.000568) (0.000062)

sises || LB 4 7 7 4 85 0 178 15
(0.156762)  (0.000046)  (0.000007)  (0.000007)  (0.000004)  (0.000088) 0) (0.000184)  (0.000016)
184833 79 2 33 11 167 6 605 25

ol B0 o) omss) (0000007 (00010 (000040  (00006)  (0000022)  (0002206) (0000164

c::;n:;s i 413 0 0 2 0 0 0 7 0
psiion (0.420832) (0) 0) (0.002038) 0) 0) ) (0.007133) )
354177 128 10 47 16 291 8 845 66

Lot BEB o066  (00000%) (0000007 (000003  (0000012)  (0.000218)  (0.000006)  (0.000632)  (0.000049)

ADM — Administered,; DIC-Disseminated Intravascular Coagulation; ITP — Immune Thrombocytopenia; TP — Thrombocytopenia
* The causality between the suspected adverse reactions/adverse events and vaccines has not been assessed.



Table 2. Waiting period for blood donation following COVID-19 vaccination and deferral period after
suspected adverse reaction in EU by country (30 April 2021)

Waiting period following Deferral period after suspected
COVID-19 vaccination , adverse reaction
Austria 48 hours 7 days
Belgium 48 hours 7 days
Bulgaria 28 days -
Croatia 48 hours (Co,Mo,Cv) or 28 days (Va) 7 days
Czechia 48 hours (Co,Mo,) or 28 days (Va) -
Cyprus 48 hours (Co,Mo,) or 28 days (Va,JJ) -
Denmark No waiting period 14 days after fever
Estonia No waiting period (Co,Mo) or 28 days (Va) -
Finland No waiting period 2 days
France No waiting period -
Germany No waiting period -
Greece No waiting period 7 days
Hungary No waiting period A few days
Ireland 7 days -
Italy 48 hours 7 days
Latvia 7days -
Lithuania No waiting period Symptom-free
Luxembourg* 7 days 7 to 14 days after fever
Malta 7 days 7 days
Netherland 7 days -
Portugal 48 hours 7 days
Poland 48 hours (Co,Mo) or 14 days (Va,JJ) 7 days
Romania 7 days (Co,Mo) or 28 days (Va,JJ) -
Slovakia 14 days (Co,Mo) or 28 days (Va,JJ) -
Slovenia 24 hours 7 days
Spain 48 hours 7 days or 14 days after fever
Sweden 7 days 14 days

Co — Comirnaty vaccine; Mo — COVID-19 Moderna vaccine; Cv — CuraVax vaccine; Va — Vaxzevria vaccine; JJ — COVID-19
Janssen vaccine, * personal communication.




IPFA position on acceptance criteria for Covid-
19 vaccinated donors

2 October 2021

Dr Frangoise Rossi,
Director of Scientific and Regulatory Affairs

First published Jan 2021, Rev. July 2021

IPFA position on acceptance criteria for Covid-19 vaccinated donors

In anticipation of the regulatory approval for use of a number of Covid-19 vaccines
and the commencement of national mass vaccination programmes the European
Centre for Disease Prevention and Control (ECDC) has published its updated
technical guidance - Coronavirus disease 2019 (COVID-19) and supply of
substances of human origin in the EU/EEA — second update.

The guidance in respect of donor deferral following vaccination recommends:

« A minimum deferral of 4 weeks for investigational vaccines (clinical trials) of
any type

+ No deferral period for mRNA or protein vaccines

« A minimum of 4 weeks for viral vector-type vaccines when considered
“attenuated virus” (as per Directive 2004/33).

https://www.ecdc.europa.eu/sites/default/files/documents/covid-19-supply-
substances-human-origin-second-update.pdf

On Dec 12th, 2020, the PEI published its recommendation concerning post
vaccination donor deferral in line with the above stating that:

“On the basis of the current state of knowledge, no donor deferral is required after
vaccination with the SARS-CoV-2 vaccines under approval, which contain
inactivated viruses or non-infectious virus components such as mRNA. All other
default criteria set out in the Hemotherapy Directive remain fully applicable. " (in
German: https:/www.pei.de/EN/medicine-
safety/haemovigilance/guidelines/guidelines-
node.html;jsessionid=12DF32D0B1D6547F1004A53F0749348D.intranet211 )

On January 19, 2021, FDA published an Updated Information for Blood
Establishments Regarding the COVID-19 Pandemic and Blood Donation
recommending

« individuals who received a nonreplicating, inactivated, or mRNA-based COVID-
19 vaccine can donate blood without a waiting period,

« individuals who received a live-attenuated viral COVID-19 vaccine, refrain from
donating blood for a short waiting period (e.g., 14 days) after receipt of the
vaccine

On 3 Jun 2021, the ECDC published a report on Suspected adverse reactions to
COVID-19 vaccination and the safety of substances of human origin, stating that
“Currently available data and evidence suggest a low probability of whole blood and
plasma donation by asymptomatic individuals in the early phase of TTS, posing a
very low risk of venepuncture bleeding or post-transfusion thrombocytopenia by
passive transfer of anti-platelet antibodies. Therefore, no additional blood and
plasma safety measures related to the occurrence of suspected adverse reactions
to COVID-19 vaccines are recommended.”

Whilst IPFA strongly supports the above current recommendations it is also
important to recognise the impact on the global blood and plasma supply of the
Covid pandemic and accordingly advocates caution in the development of any
future regulatory actions, based on the precautionary principle, concerning donor
deferral which may further worsen plasma collection and consequently Plasma
derived medicinal products supply.
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Issued by JPAC: 4 May 2021

Implementation: To be determined by each Service

Change Notification UK National Blood Services No. 11 - 2021

Obligatory:

Discretionary:

Additional Information:

a) Recipients of a COVID-19 vaccine in the UK vaccination programme
Must not donate if:

i) Less than 14 seven days after the last immunization was-given if the
vaccine given was nucleic acid (mRNA) vaccine.

it} If donorfelt unwell after vaccination. must-not donate for 7-days-after

i) Less than 28 days after the last immunization if the vaccine given was

See additional information for further information on different types of vaccine.

iii) If donor felt unwell due to unexpected complications (other than common
side effects) after any vaccination, must-net-denate for 7-days-after reselution
of symptems. refer to Designated Clinical Support Officer for individual risk
assessment.

Timings above refer to interval between vaccination and start of G-CSF or
general anaesthetic for BM donation.

b) Recipients of a COVID-19 vaccine outside the UK vaccination
program, including participants in clinical trials or donors vaccinated
outside the UK

Refer to Designated Clinical Support Officer for individual risk assessment.
See additional information.

If the transplant cannot be delayed, Donors may be accepted less than 14 7
days (nucleic acid vaccines) or 28 days (viral vector vaccines) after the date
of the most recent vaccination, if vaccinated as part of the UK vaccination
programme, subject to individual risk assessment. See additional information.

Individuals vaccinated with inactivated viruses or vaccines that do not

rephcaangone-attenua(e&vm&»aemaes%ﬂssueandeelwenofsmuskby
default be deferred for four weeks.

All COVID-19 vaccines currently licensed in the UK are non-live. Normally,
no deferral period is applied after immunisation with non-live vaccines.
However as the effects of the newly developed coronavirus vaccines on
donor health and donation safety are not fully established yet, as a
precautionary principle, a 7-day 14 to 28 day post vaccine deferral period,
dependlng on the type of vaccine kem—th&date—ef—vaeewe&en—er—de#ewa#ei

lday&aﬂer—%hemetuhene&symp@em& is recommended

Immune thrombocytopenia (ITP) can occur after all types of Covid 19
vaccines. There have been a small number of reports of vaccine induced
thrombosis and thrombocytopenia syndrome (VITTS), in people receiving
virus vector based (non-replicating) coronavirus vaccine. VITTS patients
have severe clinical symptoms whilst ITP may be sub-clinical and go
unnoticed on symptoms alone. The incidence is unclear but may be similar
to other vaccine induced ITP. Therefore a 14 day deferral period has been
recommended after vaccination with mRNA vaccines.

Appendix 3. Table of Immunizations

Diseases Protected against

GCSF administration carries a small risk of inflammation associated
thrombosis and thrombocytopenia. There is a theoretical concern that
GCSF could exacerbate the immune response related to VITTS. Headaches
and abdominal pain are side effects of GCSF which are primary symptoms
associated with cerebral venous thrombosis and splanchnic vein thrombosis
respectively, due to VITTS. As a precautionary measure the post
vaccination deferral period for bone marrow and PBSC donors receiving
virus-vector-based (non-replicating virus) vaccines has been extended to 28
days, for donor protection. As the reported events are extremely rare,
donors may be accepted less than 28 days after vaccination subject to a
careful individualised risk assessment.

Consideration of checking a platelet count after vaccination to rule out
thrombocytopenia is recommended. This could be included as a part of
medical assessment if undertaken 14 days or more after vaccination. If less
than 14 days between vaccination and medical assessment, or vaccination
was given after medical assessment, additional Full Blood Count should be
done before commencing GCSF/ general anaesthetic (frozen cells) and
before commencing patient conditioning (for fresh cells).

For donors who have commenced GCSF, the vaccination (first or second
dose) must be delayed at least until 72 hours after stem cell collection (both
PBSC & Bone Marrow Donation). This is a precautionary advice to avoid
vaccination when receiving GCSF and allow for post donation recovery
period.

meg tissue and cell donors, within 7 days after non-live vaccine, may be
: ! eu)uanl 14 dividual neb '. i n—\A benefit Af |hn

transplant outwetghs the risks of donation.

For donors vaccinated as part of a clinical trial or outside of the UK, the type
of vaccine used should be established to determine the appropriate deferral
period.

There may be new types of vaccine that become available, and it may not
be known which type of vaccine was used for immunisation. In situations
where information about vaccine type is missing or the vaccination is
experimental, a four-week deferral period should be applied.

The British Society for Immunology has published an infographic to explain
to the general public the different types of COVID-19 vaccines, including
brand names, available in the UK, in other countries, and in clinical trials.
See the following link: https://www.immunology. org/coronawruslconnect-

navirus-public-en ment-r rces/t -V -f vid-1

The ECDG recommends that i HSC donors have been vaccinated with
attenuated vaccines in the four weeks before donation. a risk assessment
should be carried out and taken into account when deciding on
transplantation-and.-if transplanted. the recipient should be-monitored post-
transplant

Reason for Change: Remove reference to specific brands-of vaceine. To increase the post-

vaccination deferral period for nucleic acid (mRNA) vaccines to 14 days and
virus-vector-based vaccines (non-replicating) to 28 days for donor
protection. Additional Information section has been updated.

Please make the following amendment to this table:

Comments and example trade names of adult
preparations

COVID-19 (SARS-CoV-2) Pfizer/BioNTech COVID-19 vaccine, 3 3 7 Non-Live

AstraZeneca COVID-19 vaccine, Moderna
COVID-19 vaccine 7-days-postimmunisation; see
‘Coronavirus vaccination’ entry



Health Sciences Authority Singapore

Type of COVID-19 Vaccine

1. mRNA vaccine

- Pfizer-BioNTech /
Comirnaty COVID-19
vaccine

- Moderna COVID-19
vaccine

2. Inactivated virus
vaccine

- Sinovac-Coronavac
COVID-19 vaccine

Virus vector based or live
attenuated (e.g. those
manufactured by Astra

Zeneca, Janssen /J&J)

or Unknown type of Covid-

19 Vaccine

Deferral Period

No side effects

Muscle ache or pain at
injection site(localized)

Any of the following:

Fever or chills

Generalized muscle or joint
aches/pains

Rashes

Lymph node swelling

No side effects

Any of the following:

Fever or chills

Any muscle or joint aches
/pains

Rashes

Lymph node swelling

1 week after vaccination

1 week after

side effect

has resolved

4 weeks

After side effects

have resolved

4 weeks after vaccination

4 weeks after vaccination
or 4 weeks from the time
the side effects have
resolved (which

ever is longer)
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t-PA tissue Plasminogen Activator MR T T A ) 7T I FR—H

TTP Thrombotic Thrombocytopenic Purpura (AR /R 1 SE B

TTS Thrombosis with Thrombocytopenia Syndrome M/ E 2 1 5 AR SE
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1. TTS oEkMmEBEDOFIIE YV U—

1) b SEBEEFTO7O0—Fv—hM  (ver 3.2,2021 £ 108 30 H)

FT= (CFIE U T MFE (B S SU T OIERD 52
MiZEchZ R SRR (BEREE. FABREAE. FAEEBARS, SEES, RERE, FAUMRRL)
o EFARMASAEZEE SR (BETHET 2T, ARRE (BR. BRLLE) . BERAFFTZETN
(CIEVVRRE, IERE7R &)
© NEESRARMATEZ SE SAEIR (BE T Y SRR OIELRE)
o TROREPAMRIAE R IMIEEADEZRESAER (TRIBSETC (SMERR. Mm>BE)n/al)
1
| DOF > ig@ika-288 (DUF > ig@EZ0BLYIS) |

BTRED| 37z ) IAIWARII—DOF LTRSS
MRNADOF > TEELSD EVLVDNTLS

HTIFERSRN

| IRTONUE (ES1> ANWW>Ov o AU O-F 4 2ODhF—FILE) =1
MARARE
- 2mE (MREEE0)
- REIRBRAE (PT. APTT, J4JU /S, D-F14T-)

B2
o MERARIARENSENONDIHE : MRI (T2*3%5AEKk. SWI. MR venography) . F/(3CT. CTIEES

+ NESIRIBENRONDIHS | ERCT, EHETRRE. I85/88MRIF
+ FRIMARZRASAE. PRAPARARMOAZIE D‘ﬁbﬂ%f-ﬁ‘*' ERCT (8~ TAR) B OEEERIRE. TR
I S RIRE S

- DEEENRON DS | BN OEBERRE, DBRE
.« REENREONSDHBA : BRAECT. BREPMRIE
+ TOMOBRMBENEDONDBECOEXCTOBERREZER Y 5. ARICEROMSEZHET S

ZEBHB.
v )
I/ REAE T 72 U 1. M/VREIE T H D1
530\ 2. BfkCmigH D *
B TmiR U 3. RERRAREBERESHD (D-F17—EE8RES)
4. ICHESHRERMIRN I

1 1.2.3.5([CHTRES

| TTSOEIAEM S D |
v

| FiPFAHUAARE (ELISAE) 1RHI |
v

TTSE U TROMNSEEZRE (BIR)

A\ 4 55 I
TTSSDREN
<—| HPFAFUMRE (ELISAE) 1 |

! L }
A TTSDZHi (A4, 3)2E8R)
TTSOamHEE (BIR)

TRROBENITIRIZ 2B ST 228N RS 5720, ERIZET 2D @ TTS OIRRE T 5,
ARG 2o i <0 < B I T I OB A 1 TS D ATHE é%%ﬁ#éo
HUMPEREZE, AR, f2 T SHmEm 25 Ba b H 5,

- TITS OBWHL, TTS LS OEREZRRSINT 5 2 k#ﬁ%f%@ We 2728881 00 7= O\ 2L M ke 1k 1 D I THR AT 5,

T M/AMEEITR K2 15 5/ u LRI T, 35/ uLBAFIZRDsZENHD

MEIRMASE (MEMZrES Z & bH D) CWEEIRMARE (MIRRME E) ) OIFNCH, IfmiegereE, 7

ERMRIMARIE . KEIIRN AR, AMAZE, SR O ERME ST,

§ DA ~v—EH CEMEME LR 4 (500 1) OBE TTS O RFEMENE, 7277 L, D-4 A ~—3 R R (LY k-
MR 1-2 FEREHE) O TTS JEBI HME SN TWA T2, D-F A ~—FHNIE2 NI T LE TidZe v, il iS4
RE TS BHE SN TNWAEOT, BEIZSE U T, BEIGHE~—5— (SFR°TAT) | FDP, 77 A3 /7> PIC,
2Pl 7o EEBEIMAES 5 Z L 25 ET 5,

|| BRAMT & BT, AR N A E (AR NRIBDPE SR B OIS MR PR BRI IE R 22 &) | S ifn/ Mss D
JE, FEREMEMAE N, BV CIREPUREMGERE, BIEMAEA~T 7 m B U IRE, B, MRS A el

0 A, ARIEIZINZ ., i/ WG 4 K7 (PF4) Huiiid (ELISAVE) D3BatEOSE 1L TTS OMEEZWr & 72
5o MASRHIIIA 4. 2) dEZBROZ L,

T 1 TTSIEAENTH L DMARMEOAREME L G E TE ARV, BRI ITS ICEIT T 258 b5 570, itk
FHEEHMRL, HEEHRD,

o TTSEL<I

1R\

L

4
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2) ZEE BB\ E (ver 3.2,2021 £ 10H 30 H)

/RS

3%5/pLEF 3F~5F/ul 5~105/pL 10 5/uL LA E

1) ®RESaTY L ESigEE?
(A& IVig, 1g/kg/H% 2 B
M. a5 TH)

HELE Ml & MARIED T X
EEE LIRGEEETD

2) ~RYUESS

FTARTONNNY OB Z BT DONZETHS D

3) ~RY S OFEESE

BMFICHREABRD 9 2, il e MARFED U 27 8T v 2 EFE L, LLT OFEE S
DEEZHFTT D, EROBIUCHT- > Tk, BEORIE, EHIORE, HHRRR L
b LITHE 5, EERHIERZRO 256, L IVIg MAZEITSE2003%
BLEZONDD, M/MEDRIE ISR Z 7 LTI Y A 7 23 E0kE S kS, ARED
IBREDTZDICUL FOWT N DOHEEFEE ORG-S 5.

(@) 7T vy

M/AMRE DB LT | X—2F A4 OAPTTRIER ThiuE, EFRED1L. 5-2. 5(F
BDRONDE T | BE (/IMEEBEO L 231 5FRE) & BRcREGEEE2 1
HGEREDLEDLZON | WT0R%HEE2LNE, HIEEWERAO Y 2 7 23R
FEME LIV, THMERDY | o7 & EEROH B M,

(b) EEEMEAAE DGR

() 74 FNRYVXT R

IO L 72 V155, MBI RHEE,

2.5 mg PHZEE | KEIZE T TH/7.5 mg A% EE

d FFssmA K IR & 72 0 B 5.
() UAZF7VU YV SO R 5 138ET B

i/ MEESEE S 5 £ TREGITEET 5

) AFuaAf R

M/ RSO LS BEE 2R B AT, T A (40 mg/H., #iE. 4 HED)
HL<IE L R=yrr(1-2ng/kg/B) DHHEZEETX 5

5) B/

Pl IWCEOERITT e FR IV EX b,

6) M/

FHIE LTl %, BET %
7o 72 LERE i A OF
ROR B ALE 7S 26 B2
R E T E AT

T)  FREBRRS mAE

MmigAI OE RfREHCESE, 747U 2 7 ART (B 1 150 mg/dL AT £7213 2
U TICERT AERENR D 254) . PTERE (PT-INR 2.0 LAE, F£7213PT 30%LL
T) . APTT IR (Kl 55 HED LR 2 5Ll E, F721225%LLF) 2535
Al BH5EEBE

8) IMmiER#

e VI (IR 2 m EBNCIRES 2 Z EAEE LW

fEBI O MeiE (BFIRMARIEZR &) (S DIBRIEIC OV TR, (HROTTELT D

TISIE, T T/ VANANRYT Z—U 7 F U THEEMEINTWAD, mRNA V27 F 2 THAL I 5 EnbitTn
Do TISITH LT, AMERZEMED T ©F o ZAWHEST LT 15 IEITFEE L2V O T, JEF 2 & OWRIITIE T, 5]
(ZHIBT L T EE vy, TTS 13 A CffEtE U i RV MR E (autoimmune HIT: aHIT) IZHEELL TV D 2
DD WA TIE aHIT ICHE U IR s STV D, AFB] & ERURE R CEH & 72 2IRIEZ 210 7, TRIRICY
7o TUIRFIRB LOARLE SR INTZV, W bEISIMERA TIEd 523, REZHE EOBRY FWEFATFS I

o CHEICHB SN D,

11 TIS EEZONDHBE. M/ IR E H A3 LVEFI OIS W T, S E IVig 2 LT 500
ZMLEZOND, BARMRANIACSR (p.11) |
§ § TIS BEEDLNDKFE T, TXTOANRY » CGROBEANY 0 BT~ AR omy IRETA U aE

W) ERET D,
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2. TTS OHE

1) TTS &F
R THR a a7 7 A LA (SARS-CoV-2) ([ZxFT DU 7 F o gfntded, RBINIRE LT

M/INGRD 2 £ 5 MARIERRIE & 72> T D, 2021 4FE 3 ALRE, 7 A NTEBRXI4ET T 7 U A VAN
I =0 Fr (NFRRETVTE) BEREGIC, BERMRMEA XY B IO MORIER & 723 2
EDHIE S, 4 A T HIZERMNESEST (EMA) (X TFERICENRBIRIS) & U TRl & pg L i
MO TVD, 49 RICIERAYE /AT =— 4 ] 16 AIZITREN L AF AL T Y 7 OHMHRIC A
CToMARIED 7 — A 2 U = ZPHR N THE S 7z [1-8], ~3 U ERVEf MBI ME  (Heparin-
Induced Thrombocytopenia: HIT) EHE{ELL7-0HE L2 541, vaccine—induced immune thrombotic
thrombocytopenia (VITT) % vaccine—induced prothrombotic immune thrombo-cytopenia (VIPIT) &
WYLV BT, T 2 TR AR E 2 £ 5 mA2AE (Thrombosis with Thrombocytopenia
Syndrome: TTS) & MW\ 273, AIEDEFHNEEI LA FRCHOWTIRIZHE MR HD L ZATHD, 7
B, AXRETVTOLRAILT T ) UANVARY X —0 Y F T2 Ad26.C0V2.S (Janssen/Johnson
& Johnson, HFEH) THEERD TS 24U 25 Z LME SN TNWD4-5], £, U7 F MR O
AR AR ZEARAE R ML MR ANE mRNA 7 7 70 THAE L 9 S [6],

74 SOl O S A311 = 8| o118 2 I N7 NS 117 2T N A 201 e ) N 11
IR M52 (101520 & TTS IR 2 BWr-CIe O Fol S DA S TR Y . WHO 2L b EETA KT A
WER SN,

TTS OFEIE 1) U7 F Btk 4-28 HIZHIET 2. 2) MAE (MEFIRmARIE, PIlsERIR
MARIEZR EH L IXRRDEMANCTET D) | 3) M/ (REE~EE) | 4) BERER~—D
— B (DA ~—Fie &) | 5) Pl RE 4 75k (ELISAWR) MBtEE 25, BT Hh
Zo TTS OBEEEIT 1 TAMS 10 TS 1T ALLF LD TR [12], BMA [FAF 2B 7 Y 7Ol 2 %1
722,500 FADH B, 86 NTHARR S22 18 AP LIzt ®mELTWLH 03], L, ZitE
TIZHRE ST TTS OFERFNT, i o3E B 72 VIR 4 © BEAEMFRIRMARIED 2 < | BOER B &V,
F 7o WEFRIRIMARIE LA O ARSE & e STV D [2,3], 1D THZRRIRIS T 5725, BRIKEIL TTS
X DMmAE (1 228 22 L TR BENRDH D,

2) DU FvERR TTS ORER & ML ORISRV
AFG| & O R TIE, I OMELRE LSBT, U7 F %O TTS OFRIER % 4-

28H (DVI/FUHMAZ 0B ET ) & Lr-10], 7238, U7 F U8 3 A %I/ IMIIBA % £ 5 I
FURMLARIE 2 0K L TIEBIAHRE ST 2 14], Atk S FIEIN VTR LTI 72 2 Arae kA
bb, —J7. TIS TIERNWT 7 F U BEd 2 WA 22 BSOS (BT OFRCE . R, R
R, EATE, BEAE RE BIEVE. IR ) 1XU 2 F UL 2-3 AUNICAE LD EEDbh TV
[15],

T 7 F R O TTS (2 L D IMAIE DO RIERAL & L CEIRR. BIIGR & bIclE 2N H D, Zh
TR E SN TE L L ITEEOMEIRMARIE2S 2 < | @H O MEIRMAREE 2 i LT (H

6
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MMAEZECIN ML 72 &) 2 BENEmWI L Th D, Fio, MERMARE &2k L-5Ha T, K
LIS OBEEERLICIMARIE 2 &0 L TV 2 WREME Z BT 2483 H 5, T E TS, WlEFIRinARLE
(FIRARIMAE GF) ) . fmAeZEE, TRGFIRMASEE, MEEZE (FRR) | SEREREE, AEN
e, TREAIRAIIAR, FREE P OFAR, KEWRN AR 72 S0 E ST 5 1-3],

3. TTS &N ViERMEmAVRBAME (HIT) & D&

T 7 FUBERICRAET D TTS 1L HIT EIRRENERIT 2% E & LTS Sz [9], HIT id~
XY B ERER E 720 | U REE 4 '/ ~R ) A ERISKT D PUANTFEE S, MR HEERD
Fey RIIA ~OfEG %N LT, M/MROTEHALS b a v mRliEA, iR ZEARE, THE M /MR
EETHRETHDHO6], TTSIZEWNTS, M/AMEE 4 KT LU 7 FATEEND free-DNA 72 ENH
BRERR L, EAKISS L TR S L HUA D i/ MR OTEME L 2 i3 5 AT et M BE Sh Tk
0. AN =X LOIICTT RN T 5T D [1L,9], TTS & HITIE, V27 F b L g~
VEREEDN O M/ MR« IARSE A FIET D £ TOMMAEE L TV G@EFEFRIEM HIT TiI~ U >
P44 5-14 HTHRIE) . W OEE S KESy D B3 C ELISA ¥ TOHUM/ I 4 IR T-HUE B &
720 | PUARBSRER A Cl/ IMRIEMELRE SRR S5 [1-3, 16], Wi R CEYFRARMARIE DS BLER S 5 A8,
MARAFFEEBALIT IR O | TTS TR IRILASAE . WIREIRIASE (MR GE) ) RAZneWds I
TWAH 23, HIT Tl PR AR MARRECHTZERIEN 2\, F72 TTS TIEHMAPBIA AL DL Z &b
W#H OMHER TH D, RAEFTRTIX, TTS THIT XV b ifv/MOEDLD-4 A ~—EH., 7407V /%7
KT e & OBEE B D BEEIC A S DA B 5 [1-3, 17), HUli/MREE 4 K- Hufsi iz v T,
AFRTHIT OZBTICHNOENTWD 77 v 7 ZEEDE (LIA) E 7213 b330 lEdE (CLIA) I
TTS TIHARENEIC 72 D 2 E ML SN TCWD DT, ELISAETOMERNPMLETH 5 [3-4], F7-hiilbaE
AT, MR 72 HIT B3 BOR OMA TIZAETRIRE O~ Y VU &2BINT 5 2 & T/ IMAaE b 238
DL, TTS BFE RO TIIA~RY IR IS L AR 0 5 2 & 232 [1-3], HIT O—
B LT, ~NY IR ERAFMEIC i OEME b 2 B R T 2 FURDAFIEN M b TR Y . B Ot~
U R MEBAE  (autoimmune HIT: aHIT) & FRFEIL TS, aHIT IZBEZE 72 di/ Mg <> DIC
EEOFT A2 ENWE SN TEY 18], TTS Pl L7 BiRg 2 R4 2 LIS BRGE< | JRIEMIIC e
eI EEN D,

4. TTS OZHR
1) TTS Z5ESERERFAR"
Uy F A% 428 H (V7 F BB Z 0 H) 12, B IE L7z iARiE |2 B L7z 2L
TOIERD DD, ~N D OB IR,
a. BzErp A BE O ek (R RIBHHBREE, R ADEB R, SEREE. LERA. Rz Rz &)
b. AMERARMARAE 2 %€ 5 AR (BERE TR d 2 80m, PR, BRIEE T2 ISV IREE, &

LE M- 72 &)
c. PIIEEHIRIMARIAE 2 58 5 AEIR (FEFE TR 9 2 180, EOIEH- 72 &)
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d. PRESERMARAECNT MARZEARIE 2 B8 5 IR (IO £ 72 13RS 807z &)

e. HIMMEREZE, KM, B2 FHZ: &R 2 45 566 H 5,
FHRRPTR T TS 28>, X TONND U, ~N Y va—=T 4 I hT7 =70 (74~
RN rryrh) BT D,

2) BE

a. ERZW : JERICE D7z AR OB W LB e B iR 4 8 I 5,
- MEFAIRILARIE DS BE O 5556« MRT T2*GRFME{5<° SWI, MR venography, F721% CT 3 X ONCT I
EEE (BIRMEZET) 2175, Fo. FEMRIHZR M < &I T I O5A1E TTS O ArEErE
EERET D,
- WIBFRIRMARIE AN B oL D58 « MECT, N A, I/ B ARMRT 5
- Pk ZEAE . PERERIRMASIEN DN 256 « ERCT (Wi~ T | Riss S R,
IR & i A
- DN DN DG - MR DI R A, DR
- IMEEZE S BN D556 ¢ BES CT, BHES MRI 45
Z DOl ER MARIE RS DN D HAIC b I CT P HTRREZ AW REL £+ 5 Z L 2B E T
%o [FIREICAESLAE T O AR A DF 36 3 2 9 B0 IE (M o0 NI EF IR LA E & s STl v . BEE
~ T E COER CT CEHHEE R R & b LETHIUEBET 5 [19-20],

b. £Mm%E (MEBEETe) : M/ IEOMERIIMNETH D,
B Miax DHIEEARNG (BXZ 16 5/ ul) T, 35/ u LN FOERRMIRBD 2 &3 2 D5
[2-3], TTS TITMMEAR M ER I ZE LA 22 AT LTI =0, L ikts T ORI ER DA #1332 W oo —
Bie7s, Lionl, —BlOHmARMERyNLAERE 2 F5 L7z TTS OWREDRH D720, DWNITITIEE%
O BN B 5 [8, 211,

c. BEEBIERE : PT. APTT, 747V /7y, DA A~—%HET D,
DA ~—NEH GEAEE LIRO 4 500 E) LTWBEE, TTS OFREMEAE W 6], £7-. HEHEME
MAPIEEE (DIC) Z4&0FL., HmEE 245 1S PTIER., 747V FUIETF) BEEsnT
WA [2-3] DT, MBS U CREETE (b~ — A — (SFR° TAT) | FDP, AT, 77 A /%, PIC,
a2 PL 72 EOBIMAEAEEET D,

d. Hul/hiREE 4 BFHufs (ELISA#E)  [ORBURIGE] : TTS SEGI TIZIE 100%51E & 72 0 | WOCEEE
2.0~3. 0L EDOEE L 72D 2 &N,
ELISA YEIZ & 2 MIEITA TG & AERRF A TIEORBRINGR S LTV 2R BRIRBTZE & L CTHIE FIRET
b5, MEKET 5 & T, EER PR EBESR — LS— (https://www. hokudai-
hematology. jp/medical/clinical-research/) &ML, i PF4 FUARIEESER (vitt-
pf4@huhp. hokudai. ac. jp) F THAET 5, HAE, EWTHAT rIREARPUL/NEES 4 KT/~ A
KPR (Wb 2 HIT HUK) 137 7 v 7 AL (LIA) FoidbdsotaEileis: (CLIA) Th D

358



25, TTS TOREELILLIA 0.0% CLIA 5. 9% & AFEMEIC 2D Z L AHME SN TV OO THIE L RN &
ZHELE 5 [3-4, 22],

Wi, ELISA VAT HIT TIXBBGBERRENZ ENM LN TEY | TTS THBEES MR I TnD 2 L
Db [23-24], BIZBGETH > THENTT THHBZWOMEICIZEL W LITHET 2R ENRH
%o ELISA{E TR S 7o P/ ks 4 RFHUARIS &0 i/ MREEE DN FHEE S 15 B 2N OV T
BEREAIRINEVE CHER 3 2 M D 0 | BN OHL PFA HUARIE (ELISAVE) DREERMFZE TIXIFRFZHE
RERYAIETE HIIE L T\ 5,

3) EWiFIE - DHTEE

a. U7 F R/ MBIR T & MARSE &2 RO UL TS D RREEEZ B 2 D, D-F A v —3 3 (&
Yl BRRD 4 520 E) L TWAUE TTS ORTREVEIZ SIS, D-F A ~ — SR A (RYEE BRRo 1-
2MERRE) O TTSFER HME SN TN D7D, D-F A ~—FHITZWI LA TIER W ], TTS &5

AT, P/ RS 4 R7-5UEk (ELISA) OfEREZRFIZTIZTIIS & LTAERK (BR) ZBnT22 4%
HeLES 2,

b. B{EIRA TMARIEZ RO RN, & 2D WM/ M DAR T 237205513, TTS 1T E) TH 2 34k
PEDOFREME S BETE RV, ETo, FIRRHC M/ MR 2 5880 72 W DSRRIRFRIIC TTS ITHEITT 256
LoD, LRREZEEERL., HBEE AL L AT 5 (25,

c. TTS OBWriHL L TLUFA B ST 5 [25],

< U7 F UM% 4-28 HIZHIE

- MARSE DIFLE

< /Y (15 75/ i L Ai)

CD-H A N ERE (RYEM ERR O 4 50 1)
- HLPF4 PUIREGPE (ELISA i)

Definite | 5IAH X THfi/=9

DX A~ —NREEE LR 4 E0LE 2o o 4 THE Y 3THE &7
Probable F7-x
D-H A ~— N FEYEE EIR 2-4 5 F 713K o o 4 THEH 3T XTH7=7

D% A ~—NEUEE LR 2-4 5 F 7213488 o oo 4 THBE Y 3 THE 2= T
Possible F7-01X
DX A ~—NEEUEME_ER 2-4 5 F 7213488 o oo 4 THBE Y 2 THE 2iRi7= 3

D47~ — DI IR 2 Rl > MBHEZR L v fBER 15 77/ 0L A
EJ/ES

D-4 A = — DS FLUEME LFR 2 (5 /o /IS 16 75/ 1 L UL E CHUBIE 4385 2

P L. WL PR A OFE R EZ b

Unlikely
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4) BRITARERBERAITFTIRIVN
EERIT _RERE L LT~ UERVE/OEAE HIT) | mAePEsr N magE (TVA, 1
e IR B PSR BESP SOVA LR PR FEIERE R 72 &) | St/ Mg iE (ITP) | DIC, #HtV “HE
BHUREREE (APS) | BIEMEERMA~T 7 v B RAE (PNH) | BMEES, MRS ARENH D5, L
. TR OB 2 B L S8R B 572, EERHIZ N2 DO TTS OVEH % Bils
T 5, ARFGIEAERREA CEMNICIX TTS OMEEZW 21T 5 Fikided, o, T a—L kR ¥
VHE— RERDBWITIEXETHNLL TR, 20720, TISUNOEBEZRINTHZ ENEETH
V. BEFEZRERIO T O AR I L OFFIZITHRT 5, L FIEERERN S TH D,
HIT: ~XU B HREOERNEZE L 725,
TMA (TTP) : ARAHIMIBRARA TR MEROFERS, MRARMERIE S, ML UL e #, & LD i
JE. N7 b a AR T, RFIC TTP Tl ADAMTS13 IEPEANE T 5,
ITP: $ERINHEEEZR Z & 3%, IR D I3 I 5 40 5 3560 L % 1 9 FEGI T 1TP O W] Hafk:
HLEET D,
DIC: TTSZHVNTDICERETH. (74 7V 73R, D-F A ~—F R E) 2T Lendbodl-
. BERINEEE e Z LR, SRR OA B MAR OFEIERL, DIC 2L 2E
HEET D,
APS: HLU VIEEHUE OL—T A7 Far s v b, FihAv4 U EUpik, i B 26PI ik, #i
U UEEHUR SR V) OIFAEEHRBETH D,
PNH: BEE ZRPSMpr . (GEERMERM, fRRMEEZS . ML U L e 8, & LD MiE, ~7 b7
0 EART) A TTS & OFERISZ23, PNHILER (T CD55/CD59 HTfk) DFER ChEE X & 5,

5. TTS D&

TTS 13 LWEBEE TH V. AMESCL 2D BT v AL LT IBFEII FE L
25, aHIT LI L72RECTH D Z &b, alIT IZHEUIIRR (7 v 7 U UL b NPk
[EHTE) DA TH D ATEMESRCK N DS ST D, TTS 282X, Hil/ M 4 I]T-Hik
(ELISA) OFERAZFF-TITIRM ARG T 5 2 L 2T 5, 72720, HIT L1380 | /MRS 7
A7V T MEDZE LD BEEREOER 2D 2 3% < il (FEE g H i P AR 280 o
728 HEHEICET A LICIXEESLE T, PUEERIEICEE L i & mARiED Y 2 7 3T
VARBRETHVNERDDH, RETIE, AR SAEMFFAIZBWTEA L 72D, TTS 126 2 IaKIEIC
DNTHARD, W b#EIMEN TIEdH 225, RRZHE LOIRY BUNIATFL &> THEEIZH
Wrainsd, 7Zods, ERIOMARE (REFIRMASEZ &) kT 2IBBIEIC OV TIE, MO FTERT
%o M/ 208 9 MASAEIE, mRNA U 7 F 4% IC 42 0 9 528, FLl/IMRE 4 KF-HLA
(ELISA) BBEGMED TTS1E, T A RTFBRUMT 7/ VA NARY =0 7 F %I @GS
TWb, ZOk®, P 4 R7-HURORE AT 21O WL, #EL-Y 7 T
OFEFITIS T, IRFREZERT L2 ZENEE LWV EB I LN, LIT, Hui/MRES 4 KB mike
WZB5-95 TTS #41E L <, IRIEIEEZRNT 5,
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1) &0 vEEE (1g/kg/B, 2 BA)

HIEME My a7 ) CRE (IVig 8A) 2@aHE#RkE (KE ke H72Y 1g % 2 HIH)
THZLENHERSNS, IVIg AN, Hul/ Mg 4 HF-HUAD Fey RTIA 24 L T/ MEPHER/~ 2
07y —VEEMH T 202 L, TTS ORBEZSETE D AREMENRR I TS, 207D, &
595 IVig A Fe i DNRFF SN2 TR THLIMNERH D (10% WA THILX, AFHTIX
FTRCERDTHTHD LT =/ 707 U > TH 10%EHE, BRILAY e e N 10%FE,. BV
Ua Yz 10%AEE) o TTSIZHRIT 2 allT TIEEHE [Vig OFMEIRIE ST T [26-
28], TTS 2B W T HmEME IVIg T X 2R DR HE STV 5 [1-3],

2) ~NINUVEF
TIS IZBW TR VHENREEZ B S E 5 &0 ) BENZ T BT o 2GS Tunian
23, HITIZHEL . BIRES CIIROEA~NRY B L OMES A~ COERITEET D ONZ Y THA 9,

3) ANV B OFUREZE
BPFIGE ISR D 9 2, Bl E MARIED Y A7 T U 2 EBE L, LLT OHIEEEEO &

Ba2Batd 2, EROBIRICHT- > T, BHEORE (BHRE, IFlE. L ~L, HilLy 27 72

&) L EFORE (HEREO LTS, &E5REK, £=2V 75k HE, R L) | R

B2 &% b LIHITT 2, EERHIEREZRED 28546, it IVIg MAIZ BT 003%Y L&

R HAVAT,10175, i/ RE DS EHE RS 27~ LTI Y A 7 23 [E0EE S LR ES . MARSEDTEHRED T2 12 LA
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Suspected adverse reactions to

19 vaccination and the safety of

substances of human origin

3 June 2021

Table 1. Number of administered doses of COVID-19 vaccines and selected suspected adverse
reactions* by reaction type in EU/EEA, as of 28 April 2021 [15,16]

Adverse  Coagulopathy (% of ADM) DIC (% of ADM) ITP (% of ADM) TP (% of ADM)
events
c&‘:’;’:’ R 5 1 5 1 3 2 55 6
e (0181864) (0000052  (0.000010)  (0.000052)  (0.000010)  (0.000402)  (0.000021)  (0.000568)  (0.000062)
151306 4 7 7 4 g 0 178 15
sl OB o066 (0000046) (0000007 (0000007) (0000004 (0000088 (0) (0000184  (0.000016)
Vaxzevria 27430533 o o = & - i/ J e =
3 (06782) (0000288 (0000007  (0000120)  (0.000040)  (0000603)  (0000022)  (0.002206) (0.000164)
c“,ﬂﬁ’ e 413 0 0 2 0 0 0 7 0
o (0.420832) 0 0 (0.002038) 0 0 ) (0.007133) 0
354177 128 10 o 16 21 8 845 66
Lo 1739633 om6)  (000009%)  (0000007)  (0.000035)  (0000012)  (0.000218)  (0.000006)  (0.000632)  (0.000049)

ADM — Administered; DIC-Disseminated Intravascular Coagulation; ITP — Immune Thrombocytopenia; TP — Thrombocytopenia
* The causality between the suspected adverse reactions/adverse events and vaccines has not been assessed.
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Arterial events, venous thromboembolism, thrombocytopenia, and bleeding after vaccination
with Oxford-AstraZeneca ChAdOx1-S in Denmark and Norway: population based cohort study

Outcome

Incidence rate* Observedt Expected Standardised

Standardised

RIFSEMZHAEHN

Standardised

(Denmark morbidity morbidity ratio morbidity ratio
/Norway) S FrEH d i/fference# (95% CI) (95% CI)
(REE) ‘gower  IBEEEBEE
BIARME(D AR E - IR EE)) X0.97 Ll
|Arterial events 4.52/4.71 83 86 -1.0(-7.2t06.4) 0.97(0.77 t0 1.20) l L 2
Cardiac events 2.93/3.56 52 57 -1.9(-6.8t04.1) 0.91(0.68t01.19) -&-
Acute myocardial infarction (AMI) 1.04/1.21 20 18 0.6 (-2.3t04.6) 1.09(0.66t0 1.68) -&-
Ischaemic heart disease without AMI 2.58/3.35 46 52 -2.2(-6.8t03.5) 0.89(0.65t01.18) -&-
Cerebrovascular events 1.62/1.21 27 28 -0.5(-39t04.0) 0.95(0.63t0 1.38) --
Cerebral infarction 1.03/0.75 16 17 -0.5(-3.0t03.2) 0.92(0.53t0 1.50) —o—
Intracerebral haemorrhage 0.20/0.14 8 3 1.7(0.0t04.6) 2.33(1.01t04.59) i s
Occlusion and stenosis$§ 0.07/0.21 n<5 3 NR NR
Stroke, unspecified 0.40/0.06 0 5 -1.8(-1.8t0-0.4) 0.00(0.00t0 0.78)
Subarachnoid haemorrhage 0.14/0.09 n<5 3 NR NR
Transient ischaemic attack 0.07/0.09 0 2 -0.6 (-0.6 t0 0.8) > 5
Otherarterialeventsy  n#ARMFZZELLEE 0.11/0.10 n<s 3 NR X1.97 [=H20
|Venous thromboembolism 1.58/1.26 59 30 10.8(5.6t017.1) 1.97(1.50t02.54) | »
Cerebral venous thrombosis [ ## kM #25E 0.02/0.01 7 03  25(09t05.2) 20.25(8.14t0 41.73)| —e—
Pulmonary embolism 0.57/0.57 21 12 34(05t07.5 1 f9 (1.11t02.74) -
Lower limb venous thrombosis 0.94/0.48 22 15 26(-04t06.8) 1/47(0.92t02.23) e
Deep thrombophlebitis of veins in legs 0.35/0.38 10 7 09(-1.0t04.0) 1.34(0.64to 2.46) —o—
Unspecified deep thrombophlebitis in lower limbs 0.66/0.05 12 8 1.6(-0.6t04.9) 1.54(0.79 to 2.69) ——
Splanchnic thrombosis 0.04/0.06 n<S 1 NR NR
Other venous thrombosis** 0.22/0.36 12 6 2.2(0.1t05.5 |/ 1.99(1.03to0 3.48) —o—
All cause mortality 2.54/1.84 15 44 -10.6(-13.0t0-7.0) 0.34(0.19t0 0.57) <«&—
02 051 2 10 40
X20.25 (=10 383
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Baseline Distribution of Variables in Patients with Vaccine-Induced
Immune Thrombocytopenia and Thrombosis (VITT).

No. of Patients

No. of Patients
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probability of positive assay
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Decline in Pathogenic Antibodies over Time in VITT R4 AR EEH

Anti-PF4-heparin IgG ELISA
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5 0.25- Platelet-activation a§say
0.00 r — T y
0 5 10 12wks 15 20
Weeks after Onset of Symptoms
No. at Risk
Anti-PF4-heparin IgG ELISA 35 33 21 4 0
Platelet-activation assay 35 33 21 3 0

N Engl J Med 2021; 385:1815-1816
DOI: 10.1056/NEJMc2112760

Most Anti-PF4 Antibodies in Vaccine-induced Immune Thrombotic
Thrombocytopenia are transient

anti-PF4/heparin
IgG EIA

0 4
no. at risk

EIA

8 12 16 20 24 28 32 36 40
weeks after onset of symptoms

w

N

OD anti-PF4/heparin 1gG EIA

2" vaccination (Pfizer mRNA)

Wilcoxon, p = 0.00043 (n=28)

before second vaccination after second vaccination

Blood. 2022 Feb 3 385
https://doi.org/10.1182/blood.2021014214



Clinical and Laboratory Data for Patients with VIT and Severe Headache (Pre-VITT Syndrome).

Platelet Count (per ul)
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Table 2. Waiting period for blood donation following COVID-19 vaccination and deferral | R3ZE9EII&HEH

suspected adverse reaction in EU by country (30 April 2021)

Deferral period after suspected

Ireland

Italy

Latvia
Lithuania
Luxembourg*
Malta
Netherland

Waiting period following
COVID-19 vaccination
48 hours
48 hours
28 days

48 hours (Co,Mo,Cv) or 28 days (Va)
48 hours (Co,Mo,) or 28 days (Va)
48 hours (Co,Mo,) or 28 days (Va,JJ)
No waiting period

No waiting period (Co,Mo) or 28 days (Va)
No waiting period

No waiting period

No waiting period

No waiting period

No waiting period

7 days

48 hours

7days

No waiting period

7 days

7 days

7 days

48 hours

48 hours (Co,Mo) or 14 days (Va,JJ)
7 days (Co,Mo) or 28 days (Va,JJ)
14 days (Co,Mo) or 28 days (Va,JJ)
24 hours

48 hours

7 days

adverse reaction
7 days
7 days

7 days

14 days after fever

2 days

7 days
A few days

7 days

Symptom-free
7 to 14 days after fever
7 days

7 days
7 days

7 days
7 days or 14 days after fever
14 days

Co — Comirnaty vaccine; Mo — COVID-19 Moderna vaccine; Cv — CuraVax vaccine; Va — Vaxzevria vaccine; JJ — COVID-19
Janssen vaccine, * personal communication.




IPFA position on acceptance criteria for Covid-
19 vaccinated donors

2 October 2021

Dr Frangoise Rossi,
Director of Scientific and Regulatory Affairs

First published Jan 2021, Rev. July 2021

IPFA position on acceptance criteria for Covid-19 vaccinated donors

In anticipation of the regulatory approval for use of a number of Covid-19 vaccines
and the commencement of national mass vaccination programmes the European
Centre for Disease Prevention and Control (ECDC) has published its updated
technical guidance - Coronavirus disease 2019 (COVID-19) and supply of
substances of human origin in the EU/EEA — second update.

The guidance in respect of donor deferral following vaccination recommends:

« A minimum deferral of 4 weeks for investigational vaccines (clinical trials) of
any type

+ No deferral period for mRNA or protein vaccines

« A minimum of 4 weeks for viral vector-type vaccines when considered
“attenuated virus” (as per Directive 2004/33).

https://www.ecdc.europa.eu/sites/default/files/documents/covid-19-supply-
substances-human-origin-second-update.pdf

On Dec 12th, 2020, the PEI published its recommendation concerning post
vaccination donor deferral in line with the above stating that:

“On the basis of the current state of knowledge, no donor deferral is required after
vaccination with the SARS-CoV-2 vaccines under approval, which contain
inactivated viruses or non-infectious virus components such as mRNA. All other
default criteria set out in the Hemotherapy Directive remain fully applicable. “ (in
German: https:/www.pei.de/EN/medicine-
safety/haemovigilance/guidelines/guidelines-
node.html;jsessionid=12DF32D0B1D6547F1004A53F0749348D.intranet211 )

On January 19, 2021, FDA published an Updated Infori

Establishments Regarding the COVID-19 Pandemic and Blood Donation
recommending

« individuals who received a nonreplicating, inactivated, or mMRNA-based COVID-
19 vaccine can donate blood without a waiting period,

« individuals who received a live-attenuated viral COVID-19 vaccine, refrain from
donating blood for a short waiting period (e.g., 14 days) after receipt of the
vaccine

On 3 Jun 2021, the ECDC published a report on Suspected adverse reactions to
COVID-19 vaccination and the safety of substances of human origin, stating that
“Currently available data and evidence suggest a low probability of whole blood and
plasma donation by asymptomatic individuals in the early phase of TTS, posing a
very low risk of venepuncture bleeding or post-transfusion thrombocytopenia by
passive transfer of anti-platelet antibodies. Therefore, no additional blood and
plasma safety measures related to the occurrence of suspected adverse reactions
to COVID-19 vaccines are recommended.”

Whilst IPFA strongly supports the above current recommendations it is also
important to recognise the impact on the global blood and plasma supply of the
Covid pandemic and accordingly advocates caution in the development of any
future regulatory actions, based on the precautionary principle, concerning donor
deferral which may further worsen plasma collection and consequently Plasma
derived medicinal products supply.
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COVID-19 update - please wait 48 hours from your vaccine before donating.
Read our latest coronavirus update

Home / News and campaigns / News and statements / Coronavirus COVID-19 updates

Coronavirus:=latest advice

Last reviewed: 31 January 2022

We need you to keep donating blood, plasma and platelets during the pandemic. Donor centres are still
open despite coronavirus restrictions.

To make donating as safe as possible for everyone, we've made a few changes at our centres. We are regularly reviewing government advice to ensure we have
measures in place to keep you and our staff safe.

Before coming to donate:

« Check you are ok to attend - read coronavirus health rules for donors

« COVID-19 vaccine — please wait 48 hours from your vaccine before donating (you can attend on the 3rd day from the date of your vaccine) §§&48 =] fﬁ

If you had side effects from the vaccine such as headache, temperature, aches and chills, please wait until these symptoms have passed before donating. Find

out more about donating after a vaccine

Travelling to donate — donation is allowed despite coronavirus restrictions

« Keep your appointment and arrive on time — please reschedule it if you can't come by calling us on 0300 123 23 23

« Wear a fabric face covering — unless you're medically exempt, this must cover your mouth and nose - get more information about face masks

« Attend alone - as part of |atest safety changes it is vitally important that you come on your own, to help minimise social contact 389



Health Sciences Authority Singapore

Type of COVID-19 Vaccine

1. mRNA vaccine

- Pfizer-BioNTech /
Comirnaty COVID-19
vaccine

- Moderna COVID-19
vaccine

2. Inactivated virus
vaccine

- Sinovac-Coronavac
COVID-19 vaccine

Virus vector based or live
attenuated (e.g. those
manufactured by Astra
Zeneca, Janssen /J&J)

or Unknown type of Covid-
19 Vaccine

RISFEIEMEHE 4

Deferral Period

No side effects

Muscle ache or pain at
injection site(localized)

Any of the following:

Fever or chills

Generalized muscle or joint
aches/pains

Rashes

Lymph node swelling

No side effects

Any of the following:

Fever or chills

Any muscle or joint aches
/pains

Rashes

Lymph node swelling

1 week after vaccination

1 week after

side effect

has resolved

4 weeks

After side effects

have resolved

4 weeks after vaccination

4 weeks after vaccination
or 4 weeks from the time
the side effects have
resolved (which

ever is longer)

390



ADMINISTRATION

U.S. FOOD & DRUG R4%11@Iﬁ§$ﬁﬂ

—Home / Vaccines, Biood & Biologics / Safety & I Updated information for Blood Establshments Regarding the COVID-19 Pandemic and Blood Donation

Updated Information for Blood Establishments

Regarding the COVID-19 Pandemic and Blood
Donation

f shaee | w in Unkedin | B Emall | & Prist
January 11, 2022
Safety & Availability (Biologics) Content current as of:
FDA continues to work closely with CDC and other federal and international agencies to 011172022
Blologic Product Security monitor the coronavirus disease 2019 (COVID-19) pandemic caused by the virus, SARS- Health Tople(s)
CoV-2. Respiratory viruses, in general, are not known to be transmitted by blood Coroariotis
Blood Safety & Availability transfusion. There have been no reported cases of transfusion-transmitted coronavirus,

including SARS-CoV-2, worldwide.
CBER-Regulated Products

Shortages

Routine measures used to determine blood donor eligibility prevent individuals with

Discontinuations

clinical respiratory infections from donating blood. For example, blood donors must be in
good health and have a normal temperature on the day of donation (21 CFR 630.10).

It is imperative that healthy individuals continue to donate blood and blood components,
including Source Plasma.
Tissue Safety & Availabilty

Considerations

ccine Safety & Avattabilit . :
i « FDA does not recommend using COVID-19 laboratory tests to screen routine blood

donors.

T a——— » The blood establishment’s responsible physician must evaluate prospective donors

and determine eligibility (21 CFR 630.5). The donor must be in good health and meet
O all donor eligibility criteria on the day of donation (21 CFR 630.10). The responsible

physician may wish to consider the following:
Report a Problem to the
Center for Biclogics individuals diagnosed with COVID-19 or who are suspected of having COVID-

Eveluntion & Ressarch 19, and who had symptomatic disease, refrain from donating blood for at least

~
10 days after complete resolution of symptoms, @ﬁb—ch\b 10 B

individuals who had a positive diagnostic test for SARS-CoV-2 (e.g.,

°

°

nasopharyngeal swab), but never developed symptoms, refrain from donating at

S
least 10 days after the date of the positive test result, ﬁﬁ{';&b S

individuals who are tested and found positive for SARS-CoV-2 antibodies, but ﬁﬁ l,_cb\b 10 E
who did not have prior diagnostic testing and never developed symptoms, can

°

donate without a waiting period and without performing a diagnostic test (e.g.,
nasopharyngeal swab),

individuals who received a nonreplicating, inactivated, or mRNA-based COVID- ;Fﬁﬁgﬂ % a:%{t

°
19 vaccine can donate blood without a waiting period, mRNA’7 73—'~/
o individuals who received a live-attenuated viral COVID-19 vaccine, refrain from *l] BE’;L
donating blood for a short waiting period (€.g., 14 days) after receipt of the
vaccine,
~
o individuals who are uncertain about which COVID-19 vaccine was administered, E 'j 9¥'/
refrain from donating for a short waiting period (e.g., 14 days) if it is possible * Bﬂfd:i’a‘%
that the individual received a live-attenuated viral vaccine. ﬁ E&
14H
FDA will continue to monitor the situation and issue updated information as it becomes 3 9 1

available.
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Find out more about COVID-19 and your bl donation.

COVID-19 and Donations

COVID-19 Vaccines

New Zealand Blood Service (NZBS) has implemented criteria for donors who have
received the COVID-19 vaccination or booster dose to ensure the safe collection and
transfusion of blood and blood products.

NO STAND DOWN REQUIRED 28-DAY STAND DOWN REQUIRED

Pfizer BioNTech (BNT-162b2) Bharat Biotech (COVAXINTM )
Janssen/Johnson & Johnson (Ad26.COV2.S) CanSino Biologics (Convidecia or Ad5-nCoV)
AstraZeneca (Oxford - AstraZeneca) Gamaleya Research Institute (Sputnik V)

Inovio (INO-4800)
Moderna (mRNA-1273)
Novavax (NVX-CoV2373)
Sinopharm (Two vaccines)

Sinovac (CoronaVac) 392

https://www.nzblood.co.nz/knowledge-hub/covid-19/covid-19-vaccines/



Vaccine-induced immune thrombotic thrombocytopenia

Frederikus A Klok, Menaka Pai, Menno V Huisman, Michael Makris Lancet Haematol 2021; 9: 73-80

Published Online
Niovember 11, 2021
https://doi.org/10.1016/

Epidemiology $2352-3026(21)00306-9

In Norway, Schultz and colleagues 4 reported five cases of VITT among 130 000
individuals who received the AstraZeneca— Oxford vaccine giving an incidence
of one in 26,000

In the UK, the MHRA reported 367 VITT cases after 24-7 million of the first
vaccination and 44 cases after the second AstraZeneca—Oxford vaccination,
giving rates of one case per 67,302 vaccinations and one case per 518,181
vaccinations, respectively.

From the USA, reported 12 cases of VITT after the Johnson & Johnson vaccine
after 7 million doses, suggesting a rate of one case per 583,000 vaccinations.

The MHRA gives the risk of VITT after the first dose of AstraZeneca—Oxford
vaccination as one in 100,000 for people older than 50 years and one in 50,000
for those aged 49 years or younger.

Age restrictions for vaccination with A2
AstraZeneca-Oxford vaccine introduced R4¥ 1 1 @ HIR #ﬁ*sl'

by the UK for people younger than TAPTTY and AprT 16, 2021)
30 years (April 7, 2021)
Age restriction increased to

Platelets Adenoviral

vector ; Platelets \?® FoyRIIA
vaccme : (promotes platelet

“9’3““3 ; : E OO O dearsice) Tissue factor

PF4 Proinflammatory G ¢ ¥ FoyRila
l/ milieu caused by :

(activates P]atelets)\’
vaccine components /

Lymph node Putative PF4-viral Monocytes -aTissue
protein complex O factor
Y 3= FpRI

(activates monocytes) A FcyRlla

Anti-PF4 (induces NETosis)

(VITT)
antibodies

D Anti-PF4

memory
B cells

Figure 2: Proposed pathophysiology of vaccine-induced immune thrombotic thrombocytop
PF4=platelet factor 4.

Identification of VITT announced patients younger than 40 years
as new syndrome by scientists from in the UK for vaccination with
Norway, Germany, and the UK AstraZeneca-Oxford vaccine
(March 19, 2021) (May7,2021)
December January February March April May June
2020 " 2021 " 2021 - 2021 » 2021 2021 2021
EMA approves MHRA and EMA announce
AstraZeneca-Oxford new syndrome of thrombosis,
vaccine (Jan 29, 2021) thrombocytopenia, and anti-PF4
antibodies (April 7,2021)
MHRA approves
AstraZeneca-Oxford vaccine MHRA and EMA announce
(Dec 30, 2020) no increase in thrombotic risk
after COVID-19 vaccination
MHRA approves (March 11, 2021)
Pfizer-BioNTech vaccine
(Dec 2,2020)

Figure 1: Timeline of the development of adenovirus-based coronavirus vaccines and first recognition of
vaccine-induced immune thrombotic thrombocytopenia

On August 12, 2021, the full report from the first 294 UK cases was published.” EMA=European Medicines Agency.
MHRA=Medicines and Healthcare Products Regulatory Agency. VITT=vaccine-induced immune thrombotic
thrombocytopenia.

UK Expert Haematology Panel

Suspected VITT in case of: Required tests in diagnostic VITT diagnostic criteria
work-up of VITT
AstraZeneca-Oxford or Full blood count and blood Thrombocytopenia (platelet
Johnson & Johnson vaccine film, liver or renal function count <150 x10° cells per L),
5-30 days before onset of D-dimer >4000 FEU
symptoms (fibrinogen-equivalent units),
venous (or arterial)

X ; ; . thrombosis, ELISA positive,
Signs of venous or arterial Activated partial functional test positive
thrombosis, such as severe thromboplastin time,
headache or other prothrombin time,
neurological symptoms fibrinogen concentrations,

(orboth) D-dimer concentrations

New bleeding tendency or Heparin-induced

petechiae thrombocytopenia ELISA test
for anti-platelet factor 4
antibodies and functional
assay

Figure 3: Overview of the diagnostic investigation of VITT

Functional assays might involve a functional heparin-induced platelet activation assay, a serotonin-release assay,
or a flow-based platelet activation assay. FEU=fibrinogen-equivalent units. VITT=vac3913(ed immune
thrombotic thrombocytopenia.
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COVID-19 vaccines
safety update

Comirnaty (BioNTech Manufacturing GmbH)

COVID-19 Vaccine Janssen (Janssen-Cilag International NV)
Nuvaxovid (Novavax ¢z, a.s.)

Spikevax (Modema Biotech Spain, S.L.)

Vaxzevria (astrazeneca AB)
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Vaxzevria (AstraZeneca AB)

Thrombosis with thrombocytopenia syndrome: Thrombosis w

ANEES
(TTS), in some cases accompanied by bleeding, has been obser| R4%11@M=$ﬁﬂ

vaccination with Vaxzevria. This includes severe cases presenting as venous thrombosis, including
unusual sites such as cerebral venous sinus thrombosis, splanchnic vein thrombosis, as well as
arterial thrombosis, concomitant with thrombocytopenia. Some cases had a fatal outcome. The
majority of these cases occurred within the first three weeks following vaccination. The reporting
rates after the second dose are lower compared to after the first dose. See also section 4.3.

TTS requires specialised clinical management. Healthcare professionals should consult applicable
guidance and/or consult specialists (e.g., haematologists, specialists in coagulation) to diagnose
and treat this condition.

Cerebrovascular venous and sinus thrombosis: Events of cerebrovascular venous and sinus
thrombosis without thrombocytopenia have been observed very rarely following vaccination with
Vaxzevria. Some cases had a fatal outcome. The majority of these cases occurred within the first
four weeks following vaccination. This information should be considered for individuals at
increased risk for cerebrovascular venous and sinus thrombosis. These events may require
different treatment approaches than TTS and healthcare professionals should consult applicable
guidance.

Thrombocytopenia: Cases of thrombocytopenia, including immune thrombocytopenia (ITP), have
been reported after receiving Vaxzevria, typically within the first four weeks after vaccination.
Very rarely, these presented with very low platelet levels (20,000 per pL) and/or were associated
with bleeding. Some of these cases occurred in individuals with a history of immune
thrombocytopenia. Cases with fatal outcome have been reported. If an individual has a history of a
thrombocytopenic disorder, such as immune thrombocytopenia, the risk of developing low platelet
levels should be considered before administering the vaccine and platelet monitoring is
recommended after vaccination.

Healthcare professionals should be alert to the signs and symptoms of thromboembolism and/or

: About 69 million doses of Vaxzevria were administered
I in the EU/EEA between EU marketing authorisation on 29
January 2021 and 2 January 2022*.

[=mmi)
—

thrombocytopenia. Those vaccinated should be instructed to seek immediate medical attention if they
develop symptoms such as shortness of breath, chest pain, leg swelling, leg pain, persistent abdominal
pain following vaccination. Additionally, anyone with neurological symptoms including severe or

persistent headaches, blurred vision, confusion or seizures after vaccination, or who experiences
spontaneous bleeding, skin bruising (petechia) beyond the site of vaccination after a few days, should
seek prompt medical attention.

Thrombosis with thrombocytopenia syndrome
Update to the product information

Individuals diagnosed with thrombocytopenia within three weeks after vaccination with Vaxzevria,
should be actively investigated for signs of thrombosis. Similarly, individuals who present with

thrombosis within three weeks of vaccination should be evaluated for thrombocytopenia.

Following the last update to the product information regarding the very rare
side effect of thrombosis (formation of blood clots in the blood vessels) with
thrombocytopenia (low blood platelets) syndrome (TTS) (see safety update
for Vaxzevria of 8 September 2021), in January 2022 PRAC concluded that
the product information should be updated further. This update will reflect
that the majority of TTS cases were reported after the first, rather than the
second, dose. Further information can be found in the PRAC highlights of
January 2022.

Reminders: The administration of Vaxzevria is
contraindicated in individuals who have experienced TTS
following vaccination with this vaccine.

People should seek immediate medical attention if they
develop shortness of breath, chest pain, leg swelling, leg
pain or persistent abdominal pain following vaccination, or
experience after a few days following vaccination severe or
persistent headaches, blurred vision, confusion or seizures
(fits), or unexplained bleeding or skin bruising or pinpoint
round spots beyond the site of vaccination which appears
after a few days (see product information). 394
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Organ transplantation from deceased donors with vaccine- Liver recipients
induced thrombosis and thrombocytopenia Major hemorrhage

Thrombosis/thromboembolism

U K—C“UJTTS%’,'E 13 Aa) F\T_f.)\ 626* )] l/:/ EI“/ I\’\(J)ﬂﬂiﬁﬁﬂﬁﬁﬁ Kidney/SPK/islet recipients
o’ 7&"/6*?*5*{5&9 E ulﬂl:ﬁﬂﬁﬁ' .'iﬂ]l?%%i—t Major hemorrhage 3
. 3A0)H*§H§—C“¥EPF4*E%*§ Hj (3-22day after TP) Thrombosis/thromboembolism

Heart/lung recipients

TABLE 1 Deceased donors with VITT and the recipients of their Major hemorrhage
organs

Thrombosis/thromboembolism

Characteristic Value Patient and allograft outcomes
b .
Consented deceased donors® 13 Delayed graft function/early graft 4

Age (years) 34 (21 to 63) dysfunction’

Female 11 (85%) Graft explant 3

Donation after brain death 13 (100%) Death i

Time from vaccine administration to hospital § 10 (7 to 18) Lowest postoperative platelet count 124 (32 to 267)

admission (days) (X109/L)k
oo c

Clinacal frarines Anti-PF4 antibodies®
Intracranial hemorrhage 12 (92%) Positive 3
Cerebral venous sinus thrombosis 7 (54%) X

ative 10
Extra-cranial thrombosis® 6 (46%)

Platelet count (x107/L) Characteristic Value
On admission to hospital 26 (3 to 61) Result pending 2
Lowest value prior to donation 7 (2 to 50) Not tested 1

Fibrinogen (g/L, NR 2 to 4)¢ 1.0 (<0.3to 4.5)

D-dimer (ng/ml, NR < 500)1 41 000 (6500 to Note: Numbers are n (%) or median (range).

Abbreviations: VITT, vaccine-induced thrombosis and
>80 000) thrombocytopenia; NR, normal range: PF4, platelet factor 4; OD, optical
density units.

Anti-PF4 antibodies (0 D, assay cut-off 04)g ' 27 (14 to 32) *Individuals in whom consent for organ donation has been granted.

i Al organ offers from one donor were declined, so no organs were
Transplant recipients 26 retrieved. Two donors had organs retrieved that were not eventually
transplanted. Ten donors donated at least one organ that was

Age (years) 40 (2 to 63) transplanted.

“Clinical features are not exclusive; six donors presented with

Female 12 (46%) intracranial hemorrhage only.

“Portal vein (2). pulmonary embolus (1), splenic vein (1), mesenteric vein

Transplant type (1), zorta (1).

“Lowest result reported by donor center.
Kidney-only 15 "Highest result reported by donor center.
Donor serum samples from all probable cases were centrally tested by
Liver" 7 NHSBT for anti-PF4 antibodies, using the Lifecodes PF4 IgG enzyme-
linked immunosorbent assay (ELISA, Immucor).
Heart 1 "Includes two split liver transplants from one donor.
Numbers represent events; some recipients experienced more than
Bilateral |u ng 1 one complication. Excludes death.
'Defined as at least one session of hemodialysis/hemofiltration in the
Simultaneous pancreas and kidney (SPK) 1 first 7 postoperative days in kidney recipients, any need for ongoing
ion in heart/lung recipients,
PPy or super-urgent listing for re-do transplantation in liver recipients.
Pancreatlc IS|et 1 Excludes graft failure/explant. 3 9 5
K s .
Major postoperative complications' 7 e the frst2 weeks after Gansplantation:

Am J Transplant. 2021 Jul 2. doi: 10.1111/ajt.16735.



Issued by JPAC: 4 May 2021

Implementation: To be determined by each Service

Change Notification UK National Blood Services No. 11 - 2021

Obligatory:

Discretionary:

Additional Information:

a) Recipients of a COVID-19 vaccine in the UK vaccination programme
Must not donate if:

i) Less than 14 seven days after the last immunization was-given if the
vaccine given was nucleic acid (mMRNA) vaccine.

ii}-Hf-donor felt unwell after vaccination. must not-donate for 7 days-after

ii) Less than 28 days after the last immunization if the vaccine given was

See additional information for further information on different types of vaccine.

iii) If donor felt unwell due to unexpected complications (other than common
side effects) after any vaccination,

of symploms. refer to Designated Clinical Support Officer for individual risk
assessment.

Timings above refer to interval between vaccination and start of G-CSF or
general anaesthetic for BM donation.

b) Recipients of a COVID-19 vaccine outside the UK vaccination
program, including participants in clinical trials or donors vaccinated
outside the UK

Refer to Designated Clinical Support Officer for individual risk assessment.
See additional information.

If the transplant cannot be delayed, Donors may be accepted less than 14 7
days (nucleic acid vaccines) or 28 days (viral vector vaccines) after the date
of the most recent vaccination, if vaccinated as part of the UK vaccination
programme, subject to individual risk assessment. See additional information.

Fepkcatmg@ﬂwe-aaenuateewwuswaeemes)&nssueamteewaoners mus! by
default be deferred for four weeks.

All COVID-19 vaccines currently licensed in the UK are non-live. Normally,
no deferral period is applied after immunisation with non-live vaccines.
However as the effects of the newly developed coronavirus vaccines on
donor health and donation safety are not fully established yet, as a
precautionary principle, a 7day 14 to 28 day post vaccine deferral period,
dependlng on the type of vaccine %m—%h&da&e—ef—vaeema&en—er—defe#a#ei

Maysaﬂeﬂhe%sekﬂmd%ymp&em& is recommended

Immune thrombocytopenia (ITP) can occur after all types of Covid 19
vaccines. There have been a small number of reports of vaccine induced
thrombosis and thrombocytopenia syndrome (VITTS), in people receiving
virus vector based (non-replicating) coronavirus vaccine. VITTS patients
have severe clinical symptoms whilst ITP may be sub-clinical and go
unnoticed on symptoms alone. The incidence is unclear but may be similar
to other vaccine induced ITP. Therefore a 14 day deferral period has been
recommended after vaccination with mRNA vaccines.

Appendix 3. Table of Immunizations

Diseases Protected against

GCSF administration carries a small ri

thrombosis and thrombocytopenia. Thhaggﬁﬂﬁuﬁﬁ

GCSF could exacerbate the immune r

and abdominal pain are side effects of GCSF which are primary symptoms
associated with cerebral venous thrombosis and splanchnic vein thrombosis
respectively, due to VITTS. As a precautionary measure the post
vaccination deferral period for bone marrow and PBSC donors receiving
virus-vector-based (non-replicating virus) vaccines has been extended to 28
days, for donor protection. As the reported events are extremely rare,
donors may be accepted less than 28 days after vaccination subject to a
careful individualised risk assessment.

Consideration of checking a platelet count after vaccination to rule out
thrombocytopenia is recommended. This could be included as a part of
medical assessment if undertaken 14 days or more after vaccination. If less
than 14 days between vaccination and medical assessment, or vaccination
was given after medical assessment, additional Full Blood Count should be
done before commencing GCSF/ general anaesthetic (frozen cells) and
before commencing patient conditioning (for fresh cells).

For donors who have commenced GCSF, the vaccination (first or second
dose) must be delayed at least until 72 hours after stem cell collection (both
PBSC & Bone Marrow Donation). This is a precautionary advice to avoid
vaccination when receiving GCSF and allow for post donation recovery
period.

meg hssue and cell donors, within 7 days after non-kve vaccine. may be
l\- o davidual-risk ¢ if ‘hn Mnnm,efym

transplant oulwetghs the risks of donation.

For donors vaccinated as part of a clinical trial or outside of the UK, the type
of vaccine used should be established to determine the appropriate deferral
period.

There may be new types of vaccine that become available, and it may not
be known which type of vaccine was used for immunisation. In situations
where information about vaccine type is missing or the vaccination is
experimental, a four-week deferral period should be applied.

The British Society for Immunology has published an infographic to explain
to the general public the different types of COVID-19 vaccines, including
brand names, available in the UK, in other countries, and in clinical trials.

See the followmg link: https://www. mmunolggy org/corongvnruglconnect-
t-re -V -f vid-1

The EGDGC recommends-that f HSG donors have been vaconated with
attenuated vaccines in the four weeks before donation, a risk

should be carmed out and taken into account when deciding on
transplantation and. f transplanted. the recipient should be monitored post-
transplant

Reason for Change: R i oe-to-specific brands of vaceine. To increase the post-

vaocmahon deferral period for nucleic acid (mRNA) vaccines to 14 days and
virus-vector-based vaccines (non-replicating) to 28 days for donor
protection. Additional Information section has been updated.

Please make the following amendment to this table:

Comments and example trade names of adult
preparations

COVID-19 (SARS-CoV-2) Pfizer/BioNTech COVID-19 vaccine, 3 9 6 Non-Live

AstraZeneca COVID-19 vaccine, Moderna
COVID-19 vaccine 7-days-post immunisation; see
‘Coronavirus vaccination’ entry
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2021/2/14
2021/2/16
2021/2H
2021/48
2021/4/28

2021/5/14
2021/5/21
2021/5H
2021/6H
2021/11H
2022/3/30
2022/4/1
2022/4/19

2022/5/30
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JIFAEEEOIIR S ANESE CRE)

FDANEEBUTZFull-Length Donor History Questionnaire
Q8. In the past 8 weeks, have you had any vaccinations or other shots?
RET7RUNFR+FOEAE

DIF>DiER A I S RARA Fe

influenza, pneumonia, tetanus or meningitis, Tdap vaccine, HPV Vaccine(Gardasil), SHINGRIX

_ o rEm Acceptable

(BIREHBMES P
German Measles (Rubella), MMR (Measles, Mumps and Rubella), Chicken Pox and Zostavax( the :
. . : Wait 4 weeks
live shingles vaccine)
Red Measles (Rubeola), Mumps, Polio (by mouth), and Yellow Fever vaccine Wait 2 weeks
hepatitis B as long as you are not given the immunization for exposure to hepatitis B Wait 21 day
non-replicating, inactivated, or RNA-based COVID-19 vaccine manufactured by AstraZeneca, Acceptable
Janssen/J&J, Moderna, Novavax, or Pfizer (BIISHRVES)
a live attenuated COVID-19 vaccine / COVID-19 vaccine but do not know Wait 2 weeks

Q9. In the past 8 weeks, have you had contact with someone who was vaccinated for smallpox in the past 8 weeks?

Wait 8 weeks (RREDEIRISBDZEY. HEDEIRIGHH e ALDIEAN - EE— EHAEIERE D) 402 -
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apanese Red Cross Society

DT AR S ORI AR (FRM)

COMMISSION DIRECTIVE 2004/33/EC of 22 March 2004

implementing Directive 2002/98/EC of the European Parliament and of the Council as
regards certain technical requirements for blood and blood components

2.2.3. Vaccination

Attenuated viruses or bacteria

4 weeks

[nactivated killed viruses, bacteria or rickettsiae

No deferral if well

Toxoids

No deferral if well

Hepatitis A or hepatitis B vaccines

No deferral if well and if no exposure

Rabies

No deferral if well and if no exposure
[f vaccination is given following exposure defer for one
year

Tick-borne encephalitis vaccines

No deferral if well and if no exposure

403 s
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Clinical features and management of human monkeypox:
a retrospective observational study in the UK
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Clinical characterization of human monkeypox infections

in the Democratic Republic of the Congo
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Joint UKBTS Professional Advisory Committee (")

Summary Sheet
J PAC Joint United Kingdom (UK) Blood Transfusion and Tissue
Transplantation Services Professional Advisory Committee Position Statement
Monkeypox virus (MPXV)
May 2022
Approved by: Standing Advisory C ittee on Transfusion Ti itted Infe
May 2022- The of this d are believed to be Please il
to refer to the for in-date ions.

Infection and viraemia

Unlike respiratory viruses (e.g. SARS-CoV-2), MPXV does not spread easily between individuals.
Human-to-human transmission occurs through close contact with infectious material from skin
lesions of an infected person, through respiratory droplets in prolonged face-to-face contact, and
through virus-contaminated fomites such as bedding or clothing. A secondary attack rate of
approximately 8% (range 0-11%) for unvaccinated household contacts has been estimated’. In this
current multi-country outbreak, the presentation of the lesions in certain cases indicate that

transmission is occurring during sexual contact.

In infected individuals MPXV DNA has been detected in blood. A retrospective review of MPX
symptomatic cases treated in UK between August 2018 and September 2021 demonstrated MPXV
DNA in the bloodstream in 6 of 7 individuals, with viraemia fluctuating for 27-29 days in 2 of the
cases. Furthermore, virus was detected in blood after the clearance of rash in 2 cases'. MPXV DNA
was detected in upper respiratory tract swabs in all 7 cases and for at least 3 weeks in 3 patients’.
In a MPX outbreak in the US, 14 blood samples collected 21 days after the appearance of rash were
negative for MPXV DNA. There are no good data on viraemia in asymptomatic (most, if not all, cases
are thought to develop symptoms) or pre-symptomatic individuals. However, virus can be detected

in the blood, tissues and organs of MPXV-infected animals.
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Contact monitoring

Contacts should be monitored at least daily for the onset of signs/symptoms for a period of 21 days
from the last contact with a patient or their contaminated materials during the infectious period.
Signs/symptoms of concern include headache, fever, chills, sore throat, malaise, fatigue, rash, and
lymphadenopathy. Contacts should monitor their temperatures twice daily. Asymptomatic contacts
should not donate blood, cells, tissue, organs, breast milk, or semen while they are under symptom

surveillance. Asymptomatic contacts can continue routine daily activities such as going to work and

attending school (i.e., no quarantine is necessary), but should remain close to home for the duration
of surveillance. It may, however, be prudent to exclude pre-school children from daycare, nursery, or
other group settings.

OEMEOT=SUy  BRER. BREMORE L OREOEMNS2]AM. < ESBH. ME  ERORBEERT ILENSD
37, B2EnoBE TRiE. ARIE. 8. Bh. BE (vRORs. BEE. RS 55, UV/\0E
(VOB OAE) RENSENET, BREE. | H2EHEEENET ZRENS D £F. EROBVER
iz, ACERBMRECERERTC. BN, GRBE. 06, REBE. BULRF— BFRF—REETS
RETEHD ECh, EROBVERER. D ESBEOOREEERIZCEhCEEd (305, MED
DEEHDEEA) B BREEPEETE CRBLEL &5, UhL. ARERICELTRT( 7. BEE.
ZOBOEREEN SEET 2 2 L ARBINS LN EE A

mesmundkd [




1L
2)esss

B (ZDUNT CKE)

REGULATORY UPDATE: AABB'S TTD
COMMITTEE MONITORING MONKEYPOX
OUTBREAK

May 23, 2022

AABB’s Transfusion Transmitted Diseases (TTD) Committee is continuously monitoring developments related to
an ongoing outbreak of monkeypox following confirmation of a domestic case in Massachusetts and clusters of
international cases in Australia, Canada and several European countries.

According to CDC, cases of monkeypox have previously been identified in travelers from, or residents of, West
African or Central African countries where monkeypox is considered to be endemic; however, most of the recent
cases do not have direct travel-associated exposure risks.

CDC emphasized that the risk to the public is low, but encouraged any individual who develops a new,
unexplained shin rash (with or without fever) to seek medical care immediately and avoid contact with others. If
possible, potentially exposed individuals should call ahead before going to a health care facility.

AABB reminds members that monkeypox is not known to be transfusion-transmissible, and there have been no
reports of transfusion-transmitted cases. AABB’s TTD committee is updating AABB’s Monkeypox Virus Fact
Sheet with relevant information.

AABB members may contact regulatory@aabb.org with questions.

/ Currently Recommended Donor Deferral Period:
*  No FDA Guidance or AABB Standard exists.

until signs and symptoms are gone or a minimum of
21 days after the onset of symptoms.

e Based on the incubation period, CDC has recom-
mended that asymptomatic close contacts of infected
people or animals be placed under fever surveillance
for 21 days. The 21 days would be a minimum deferral

\ if such contact has occurred.

e Prudent practice would be to defer donors at least Transmission by Blood Transfusion:

* No cases have been documented.

~
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w Clanaéiian — Is monkey pox transmissible by blood or blood products?
Bloo STEM CELLS

As of May 2022, there have been no reported cases of transmission of monkeypox by blood transfusion.

— What about medicine made from plasma? Is monkeypox transmissible through plasma protein products?

Monkeypox is not transmissible through plasma protein products, which are pharmaceutical therapies made from plasma — a component of blood. In
general, plasma protein products are extremely safe because of the added steps in the manufacturing process that inactivate or remove viruses,
including monkey pox.

— Can | donate if | have had contact with someone who has had monkeypox?

If you have had contact with someone who has had monkeypox and don’t get sick or have symptoms, you should wait at least 3 weeks from last contact
with the infected person before donating blood.

— Can | donate if | have had monkeypox?

If you have had monkeypox, you should wait until you are fully recovered (all symptoms have resolved, skin back to normal, and you are back to your
normal activities) before donating blood. The length of time can vary depending on the person.

+ Should | contact Canadian Blood Services if | develop a case of monkeypox, or a contact of a case of
monkeypox?

+  Where can | get more information?
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Issued by JPAC: 31 May 2022 | Implementation: To be determined by each Service ‘

Change Notification UK National Blood Services No. 41 - 2022

These changes apply to all the Tissue and Cell Donor Selection Guidelines. 2. Contact with an individual with Monkeypox

Includes Individuals identified by public health teams as a close contact of an individual

Monkeypox with Monkeypox
Obligatory: Must not donate

Please add the following entry:

Monkeypox Entry in the Deceased Tissue Donor Selection Discretionary: If it is more than 21 days since last contact,
e the donor had no symptoms of monkeypox and

Guidelines
o the donor had completed any isolation period, and
e the donor had been discharged from all follow-up (including
1. Affected Individuals surveillance by public health),
Obligatory: Must not donate accept.
Discretit : Ifthe d had d fr firmed ted Monk MPX " . . . —
RSSO infegiozn:,:da recovered from confirmed or Suspec Onkeypoi( ) See additional information below for donors who received vaccination.

« ltis at least 28 days since the diagnosis of MPX was made, and

e ltis at least 14 days since recovery, and Additional MPX does not spread easily between people. Human-to-human transmission

« Itis at least 14 days since all skin lesions had healed, and information occurs through contact with:

* Itis more than seven days since completing any antiviral or antibiotic e infectious material from skin lesions

therapy, and i i -to-
e The donor was discharged from all follow up (including public health ° rgsplratorty dr.OpItetj mb.p rotlongeg facs tg df.ace CoTt?ﬁ.t'
surveillance) e virus-contaminated objects such as bedding or clothing
accept
During the 2022 multi-country outbreak, the predominance of cases among
Additional - MPX is endemic in some African countries. During 2022 a multi-country men who have sex with men and the distribution of the MPX skin rash at
Information  outbreak was identified with cases in the UK, Europe, North America and other presentation, suggests MPX transmission is associated with direct contact

regions. during sex.
The incubation period of MPX is up to 21 days. The initial symptoms are fever, . . . o
myalgia, fatigue and headache. These are followed by a rash starting from the Contacts may have received Imvanex, a third generation Smallpox vaccination,
site of the primary infection, this rash develops into vesicles and pustules to reduce the risk of serious iliness. Imvanex is a live attenuated non-
followed by scabs. Infectivity may start during initial symptoms and lasts until replicating vaccination. For donor selection purposes this should be assessed

e [ashicisers and &l acabs have diopped of as a non-live vaccine. Recipients of Imvanex are eligible to donate once they

Staff should be alert for donors with a history of rashes and illnesses consistent satisfy the requirements of the discretionary entry above.
with monkeypox, regardless of sexual behaviour, travel history or other risk Reason for Change New entry
factors.
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Blood and Transplant

Monkeypox Entry in the Living Tissue and Cord Blood Donor

Selection Guidelines
1. Affected Individuals

Obligatory:

Discretionary:

Additional
Information

Post Donation lliness

Must not donate

If the donor has recovered from confirmed or suspected Monkeypox (MPX)
infection and
e ltis at least 28 days since the diagnosis of MPX was made, and
e ltis at least 14 days since recovery, and the donor remains well, and
e ltis at least 14 days since all skin lesions have healed, and
e Itis more than seven days since completing any antiviral or antibiotic
therapy, and
e The donor has been discharged from all follow up (including public
health surveillance)
accept

MPX is endemic in some African countries. During 2022 a multi-country
outbreak was identified with cases in the UK, Europe, North America and other
regions.

The incubation period of MPX is up to 21 days. The initial symptoms are fever,
myalgia, fatigue and headache. These are followed by a rash starting from the
site of the primary infection, this rash develops into vesicles and pustules

followed by scabs. Infectivity may start during initial symptoms and lasts until
the rash clears and all scabs have dropped off.

Staff should be alert for donors who report rashes and ilinesses consistent with
monkeypox, regardless of sexual behaviour, travel history or other risk factors.

Donors must be provided with information about contacting the tissue
establishment if they develop any iliness within 21 days after donation.
Donation should be discarded

Welsh Blood Service

2. Contact with an individual with Monkeypox

Includes
Obligatory:

Discretionary:

Additional
information

Post Donation
information

Reason for Change

Individuals who have been identified by public health teams as a close contact
of an individual with Monkeypox
Must not donate

If it is more than 21 days since last contact and,
e the donor has remained well and
e the donor has completed any isolation period, and
e the donor has been discharged from all follow-up (including
surveillance by public health),
accept.

See additional information below for donors who received vaccination.

MPX does not spread easily between people. Human-to-human transmission
occurs through contact with:

e infectious material from skin lesions

e respiratory droplets in prolonged face-to-face contact,

e virus-contaminated objects such as bedding or clothing

During the 2022 multi-country outbreak, the predominance of cases among
men who have sex with men and the distribution of the MPX skin rash at
presentation, suggests MPX transmission is associated with direct contact
during sex.

Contacts may have received Imvanex, a third generation Smallpox vaccination,
to reduce the risk of serious illness. Imvanex is a live attenuated non-
replicating vaccination. For donor selection purposes this should be assessed
as a non-live vaccine. Recipients of Imvanex are eligible to donate once they
satisfy the requirements of the discretionary entry above.

If the donor has retrospectively reported contact with Monkeypox within
incubation period, donation could be discarded or seek public health advice to
determine the risk.

New entry
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,-,,,,,S.,Redqosﬂ' Deferral period for donating blood after a
e monkeypox infection

6/13/2022 10:00

Deferral periods after exposure to
monkeypox and after having had a
lﬂ»F@ﬁMﬁ%M@ DECHI

rnonkeypOXIerChon <. BEREDATIEMBRRED )
RAVIFENEZZONTNDA, =T
ZICBNT L EIETELRND

6F13EA LMD FRHERE LT, ¥
IVEA~DIRFER O R M T RIARANE

No cases of monkeypox obtained through blood transfusions have been detected or reported.
For the time being, the risk of blood-borne infection is considered low in an asymptomatic
person, but it cannot be completely ruled out. Therefore, a deferral period after exposure to
monkeypox is introduced as a precautionary measure for blood donation from 13 June.

l é *LT: o
o  Exposure,i.e. close contact with a person with monkeypox (or strong suspicion of
exposure): a deferral period of three weeks (21 days) from the latest exposure mIEE (F-IERUOEEL) LI-BE
gate: RHOBEENSGEM 218) @
_ o , £R M IR EAR
Close contacts include sex partners, those living in the same household or sharing the same
bed and persons involved in caring for a person with monkeypox who have not used B HILERLAEE L8 - D
appropriate personal protective equipment. A person with monkeypox is considered to be BT HEEUNEREN S S -0MEE
infective from the beginning of their symptoms until the scabs left by the vesicular or pustular MS2ER (148) OiEmEIFREIR,
lesions have disappeared. AEAREAEA . 505 PRI %
3MA.

o A diagnosed monkeypox infection: a deferral period of two weeks (14 days) from
the end of symptoms and the disappearance of the vesicular lesion scabs. If the
disease has required hospitalisation, the deferral period is three months. (—EBR#%)
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2022 Monkeypox Outbreak Global Map (CDC) ﬁmﬁj'iﬁ

Data as of 18 Jul 2022 5:00 PM ECT

Total Number of
Confirmed Locations
Cases
Has historically 240 6
reported monkeypox
Has not historically 13100 63
reported monkeypox®
&3t . 13340 69
Location Total Confirmed Cases A
-
£ Has not historically 13100
reported monkeypox* |
Spain 2835
United States 1971
Germany 1924
United Kingdom | 1856
France | o912
Metherlands [ 656
Canada 539
Portugal 515
Italy 339
Brazil | 310
Belgium | 224
Switzerland 208
Israel 96
Peru 92
WI Has not histoncally reported monkeypox® Austria | 83
Sweden 58 v
=11 13340

Motes: Case data reported since January 1, 2022 are provided for situational awareness and subject to change. Confirmed cases include those laboratory-confirmed as monkeypox virus (MPX) and may include cases
only confirmed as orthopoxvirus. Ameng locations (including countries, territories, and areas) that have not histerically reported MPX, several have reported sporadic cases linked to travel or imported animals prior to
2022, Additionally, Ghana had not historically reported MPX cases, however, the country was identified as the source of a shipment of wild mammals that subsequently led to the 2003 cutbreak in the LS.

Source: WHO, European CDC, US CDC, and Ministries of Health 425
2022 |15, Map & Case Count | Monkeypox | Poxvirus | CDC
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2022 Monkeypox Outbreak Global Map (CDC) ﬁ’l‘?i:*f*%

Confirmed Cases Data as of 15 Aug 2022

31,799 31,424 375

Total Cases in locations that have not histonally reported monkeypox n locations that have histoncally reported monkeypox

Locations with cases

89 82 7

Total Has not historically reportad monkeypox Has historicaily reported monkeypox

11,890 Total confirmed monkeypox/orthopoxvirus cases

*One Florida case is listed here but included in the United Kingdom case counts because the individual was tested while in
the UK.
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@ Disease Agent Characteristics (JRIEAD4FEL)
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@ Pathogen Reduction Efficacy for Plasma Derivatives (7318 HI Ri&E
FERDOAEIL) -

I>oARO-JBOVANAITGHROGHDSFESFRANEL TR DISZT IV AIHRD
&BDS/DIIRPFZENIE, FJJ1)L b —2a (EMPVASE LR NERTF NS,

AABB Monkeypox Virus — Interim Fact Sheggg
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- NIID EZESENTIERT Y uiE & 1
https://www.niid.go.jp/niid/ja/kansennohanashi/408-monkeypox-intro.html
- ESTA UNITED SATES Travel Authorized Application
https://esta-center.com/news/detail /029100.html

CBEAETIEE ARG OwT
https://www.mhlw.go.jp/stf/seisakunitsuite/bunya/kenkou/kekkaku-

kansenshoul9/monkeypox_00001.html
- BAR4 BRIILIC 510 2 3G Y 4 v ZIEHYE~ DX IEIC 20T
https://www.jrc.or.jp/donation/blood/news/2022/0729_027529.html
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Better Health, Brighter Future
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E LTRITANGND fJREMEIIRD TRWE Z 2 $9 (EC/2004/33)

& 51T Plasma Protein Therapeutics Association (PPTA)% 20224 6 A 27 BAIRRICEH SN TEY
EFT LBV @), MEEVMERy (MERCMERREERLEZED) 2N LV LETALR
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MESERFNC BT 2P AE~DEEREITHONT
(R TEKRAXSHIRBEERD

Lo T, #5 ¥ DEEITPPTA (4) . F7z PPTA BB M3 Journal of Medical Virology
175:603—-607 (3) J& U} Association for the Advancement of Blood& Biotherapies (AABB)IZ 331F 5 /L8
TANRIZETH Y~ ) — (ANZHEH L TE Y, MPVX (X4 7 & MNE5ET 5 M K O 48 i Sk E 3%
ROREKICEHTIRESFR T2V EFRAT T 4,

(1) AABB. Monkeypox Virus https://www.aabb.org/docs/default-source/default-document-
library/regulatory/eid/130s.pdf?sfvrsn=652b9f22 2 2009

(2) Kindermann et al, Monkeypox virus and the safety margins of plasma-derived medicinal products, short report, 1 July 2022, accessible
under: https://doi.org/10.21203/rs.3.rs-1811613/v1

(3) Berting A et al, Effective poxvirus removal by sterile filtration during manufacture of plasma derivatives. J. Med. Virol, 2005. 75:603-7:
https://doi.org/10.1002/jmv.20299 .

{4) PPTA statement: Monkeypox Virus and Plasma Protein Therapies, 27 June 2022, accessible under https://www.pptaglobal.org/28-
news/ppta-news/1140-ppta-statement.

(5) ECDC RAPID RISK ASSESSMENT Monkeypox multi-country outbreak 23 May 2022 -
https://www.ecdc.europa.eu/sites/default/files/documents/Monkeypox-multi-country-outbreak. pdf
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HBAEHEF—T 7 U710 vy 7 RBEH)

1. YA EBETANVRIZDOWNWT

PAVETANVAE, BEFERFEVALR (PRV) RS T AT 7 ~ALRZAT A LR
(BoAHV1) REDANV_RATANRALYBILZEHFHEEZEELTWVD, IhbHIFTRT
K&jpx "o —7 DNA VA VATHDB, LEeBoT, MED~NVRRAT A VAT
BIVANVADETNVIANALERRTIENTE S,

2. Eha-TFusrAF—F¥AL e ¥ —DRGIIBITARELSFEIZTHONT

Vo2 y FREHFER 1000mg DIRETHHE ba-'udF A F—¥S e & —DH
BIBTIX, VANVAREL/BRELBLE LT, SB IO+II, PEGILE, TR 7 4 L%
— 5@, TNBP/RY) Y NA_— h 20 0B RUNT/ ABIRZ2EBELTVWS, ZThHDIRE
IZOWT, EFATANZAEBRAWVETANZZ )T S U ARBRERIL., HETER—
EDTANARI VT Z UV ABAEFTTIZENREANE (R 1),

#1 b bhoa-7BTFAF—FA L EEX—DIANART VTS RARBRER

VANAZ VT 7 ABE (logo) ¥
METE

HIV-1 | BVDV | PRV VSV Reo3 HAV PPV
SE D+ [ | m | | [ | m |
PEG th & [ | [ | [ | || | || [ |
FIRTANE— 5B [ ] [ [ | [ | [ [ | [
TNBP/H Y Y L~<— 20 0% | N [ || [ | || [ |
+ 7 %8 [ | [ L] || [ [ |
RUANZZ DTS/ REH | 2246 | 2189 | 2207 >9. >127 | 211.7 | =109

EVEZ £ A

HIV-1 : human immunodeficiency virus type 1 (& FRERL T A VX 1 8Y)

7
a) EIRIIBITDIVANVZIZ VT 7 AEHIT. MAILEE

BVDV : bovine viral diarrhea virus (VU A NV AETFTH U A LX)
PRV : pseudorabies virus ({REFE KTV A L R)
VSV : vesicular stomatitis virus (kKA O X7 1 /L R)

Reo3 : reovirus 3 (VLA U A VR 3 8l)

HAV : hepatitis A virus (A BF T A VLX)
PPV : porcine parvovirus (7 # /S)V R 7 A )V R)

3. NI UOBEEICBIT AT EIZTONT
=V RATERE 250mg DRETHANIVORIETIRTIZ. YA NVARELR
BRETR L LT, S5BFBHFETEAC Bl FETCORLBAEREL TS, ThbD

0.
HEHEORRD S L., &b
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TREZBFDEVANVAI VT FVARANEFMT 2720, R20OLBY, EFAVVANR
ERWVETANAY VT FUARRBEEE R TV, 2o, FEoRETR M
BN CEEGET TO B~EC. BSOS OLESITPR TN 5,

K2 ANIUVDUANARTZ VT I UARBRER

TANARZ YT T A (logi)
BETE
PRV | BVDV | SV40 | HIV-1 HAV PPV
85% XMEETFTTO 75C., 1 FrEAE >4.82 | >520 | >5.08 | >3.83 | >533 | >5.28
B EFETTO WlC. IFRAR 3.43 4.42 2.60 2.45 >4.17 | >4.68
BouANZRI VT Z o 2BE >825 | >9.62 | >7.68 | >6.28 | >9.50 | >9.96
PRV: pseudorabies virus ({RIEFERHF T A /LX)
BVDV: bovine viral diarthea virus (VU A VAMETH U A LX)
SV40: simian virus 40 (¥ I 7 > 7 A /L X 40)
HIV-1 : human immunodeficiency virus type 1 (& hRERELT A LR 1 #)
HAV : hepatitis A virus (A BIfFfR v A LV R)
PPV : porcine parvovirus (7 # /S/VAR U A )L R)
Bk
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