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1. WHO. Covid-19 vaccination training for health workers. Module 4: AEFI monitoring for COVID-19 vaccination
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1) WHO(2015). Guidelines for immunization program managers on surveillance of adverse events following immunization. 3rd edition.
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3) Reports of Anaphylaxis After Receipt of mRNA COVID-19 Vaccines in the US-December 14, 2020-January 18, 2021.
JAMA. Published online February 12, 2021
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A Prothrombotic Thrombocytopenic  Disorder Resembling Heparin-Induced
Thrombocytopenia Following Coronavirus-19 Vaccination 1 Research Square.
Accessed March 31, 2021.
https://www.researchsquare.com/article/rs-362354/v1
2. Updated GTH statement on vaccination with the AstraZeneca COVID-19 vaccine,
as of March 22, 2021. Published March 18, 2021. Accessed March 24, 2021.
https://gth-online.org/wp-content/uploads/2021/03/GTH_Stellungnahme_AstraZeneca _3_24_2021.pdf
3. PINHO AC. COVID-19 Vaccine AstraZeneca : benefits still outweigh the risks
despite possible link to rare blood clots with low platelets. European Medicines
Agency. Published  March 18, 2021. Accessed ~ March 24, 2021.
https://www.ema.europa.eu/en/news/COVID-19-vaccine-AstraZeneca -
benefits-still-outweigh-risks-despite-possible-link-rare-blood-clots
. Saposnik G, Barinagarrementeria F, Brown RD, et al. Diagnosis and management of

cerebral venous thrombosis: a statement for healthcare professionals from the
American Heart Association/American Stroke Association. Stroke.
2011;42(4):1158-1192. https://doi.org/10.1161/STR.0b013e31820a8364

Greinacher A, Selleng K, Warkentin TE. Autoimmune heparin-induced
thrombocytopenia. J Thromb Haemost. 2017;15(11):2099-2114.
https://doi.org/10.1111/jth.13813
. Updated GTH statement on vaccination with the AstraZeneca COVID-19 vaccine, as
of April 1, 2021

Vaccine-Induced Prothrombotic Immune Thrombocytopenia (VIPIT) Following
AstraZeneca COVID-19 Vaccination, Interim Guidance for Healthcare Professionals

in Emergency Department and Inpatient Settings

The Ontario COVID-19 Science Advisory Table, Version 1.0 Published: April 2, 2021

Guidance produced from the Expert Haematology Panel (EHP) focussed on
Covid-19 Vaccine induced Thrombosis and Thrombocytopenia (VITT),  Updated
Guidance on Management. Version 1.3 7 April 2021
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NEVA  JIRES 7 S8 Uy 0ldUS(AESD) 2EAML(E M

o 54 4] o]ddH-g(Adverse Events of Special Interest : AESI) 19
S

3 HEF
AESI o | #A7I
7t
HHME Generalized convulsion O | g
= 752 HoiE Holg B4 B
M 2H& £AF Acute liver injury
H=EMO| UMSA 3 7t a4 AS, 7t 7|52 HEE Xl S5E2 | 4-6F
Ay
%2+ MM Anosmia/ageusia O | 4=
WAl ME & $Z £ 0|ZF MM eI LG A B
SAM FAF €8 Chilblains
Mo dEXel tE2 WMsis 1|12 ZHEDY HEc2 M At H | [ | 4-65
B0 E71etnt LIteto| LHEHE = UZ
Bl E7| m| 28 ®Y Single organ cutaneous vasculitis dg
o Hd=5g EXCR Sl AYHoz 2E HI|MM UM JHsEtd TS| [ -
DHEBY (CSVV)7t 7+a &3t T
Ct& &Ht Erythema multiforme B ~4—6
=1 87|E IFHES of7|st= n|FAE T
SMIOESME M TS Acute disseminated encephalomyelitis O ~4—6
SFMAAE sl E2 28 g5 2t F
8 AEZAS Thyrombocytopenia 4G
Ao 150X10%/L 0I5kl HIMARQl SolAlel 2 APLEY 22 AME | O |
A0| SHHE v
S 1% Coagulation disorder O | <1
LTSt 8 = 8MT A8 VIR 0|0{XK|= A Foj(MHS, &) -
HHA 2@ kSl AW Vaccine—associated enhanced disease (VAED) O | ~1a
HAS B2 F WA ZEE AR YMSe Ay -
M SEAE SFF Acute respiratory distress syndrome (ARDS)
MoIM HESS St gl 2% SN o e Y MSH - M| O | ~14d
d52 EZCZ 5= M Fof
M ME3A &4 Acute cardiovascular injury (ACI)
ME olgd, MY, MEHE, 24 MR Mol 43, HES 82 & | ~14
A Zhof
oM MZF £=AF Acute kidney injury (AKI)
UEAH MBEHM = ME &M0Z doo tHS0| SME 0] N, HMsH 0| ~14
A A7 A S22 Aol Ehoj

15) WHO(2021). COVID-19 Vaccines: Safety Surveillance Manual Module: Establishing active surveillance
systems for adverse events of special interest during COVID-19 vaccine introduction
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SR OIAECHIUIE D=2 LHY WA ME Al OJALE fict Y

Al=2l : INFORMATION FUR ARZTINNEN UND ARZTE, COVID-19-IMPFSTOFF
ASTRAZENECA Langen, den 01.04.2021

O olzEBAMUI BHIEL WA F By FaEH A FAFL Fu

S us =gyn,

- olHg ] AMEY] UIRES AW HF T 4 ~ 16Y 7o HAYF L, 554 vk
o] oMo YEPFAITE o] dlE HelA WAl HFo] IUHISE HY &

rr

| 24, 2H2U2|HKDCAMME HE F 4 ~ 280l S4t0| LY5HH MO

O df HE F WA Wl Al AT 29 ]9 o] Holuh e WY 2
o} A7) ARE FA o7 Be MRS AR wololt

a3 A AE T OB ARSdA QAR FEo U & Ao 1%
% FES Fasls RE ARl GAelsh dash AAsE AxE S @

YT, AEA ] Hh al EVA=
= 47 Ao, do] Aol == 1Hd Wby e FU) AIASA FAo]
Bty SA] #dE IAGH4AE 3oyt

ENX=E

=Stellungnahme der GTH zum AstraZeneca COVID-19-Vakzin
(https://gth—online.org/wp—content/uploads/2021/03/GTH_Stellungnahme_AstraZeneca_4_1_2021.pdf)
=Stellungnahme der DGN zur SARS-CoV2-Impfung mit dem Impfstoff von AstraZeneca
(https://dgn.org/neuronews/neuronews/stellungnahme—-der-dgn-zur-sarscov2-impfung-mit-dem-impfstoff-von-a
strazeneca/)

AWMF online: Leitlinien zu Zerebral Sinus-— und

Venenthrombose(https://www.awmf.org/leitlinien/detail/ll/030-098.html)
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e 9y yhioly dHuglon Aud
Shatelid THE ehbs H 0 f=4
A% £ 7F, heparin induced thrombocyto
penia, HIT} 3 fAHeh 83 53 S8 820
s AL skl 4E
O RIS HE/ES HHlE HTEE AlA
HadEF fanziiFe] A% 3 F
TFolF 7|84 #HT BEE 5 ARE
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EhlE 4 A8F U= deFA 7] ok
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<mZLHY O YHBFAE

AuE FAF

WP AZ (Arterial Thrombosis)

) @ & A Z(VTE=Venous Thromboembolism)

=Rl g Rt

Tl B2 ZAZAA Wies D)
-¥59  HEF
-ARE S FASAZBAT

R e R = K< o))

AMPol 32 FAFOE FABME BB
s AR
oA AR ARENEAZ

5 AW, MRS FdH ol
27k 9t F2 Sol ¥4 o] WA FHIAZY
. CVSTAMEYAZ), U3SNERAZ

A3} FFo] fALE S8 el 109Hd @ 1do] 1509 A= 9 AZHAHE 1007 A B 57 ~ 109 7 1-27d
HhA) W% F2 50t] ol Abol A MAsE, @3 AT 1099 F 1de] 508 F= 24 #2  AZHAFYF 1008 A F LIAGEA 170)
Q17 109 & 14d0) 501507 24l (2021 49 109 A
ARBANFAATE e 50t ool & | @F-50th mluk 1099 T 1del 54104 Mg | A Aw Fol 2uy BASAW, 53 60t Hw 44 (o
A1 A A 7}, AFel FNTFE G -60t) 1099 @ 1ol 10073 A = 23D Al MY AF A fASA ABH
1 o

0%t = 1def 200~40071

e

=S
nl
rO
by

AABAADAA - hol(AAP45A, o 455

A, D, ol AANAEE. Fu, F,

nx zrl@dsae] 75, BAY
3

=
DA A7t ErE AE=E 7D

[e)
y AT

(

do
oet of

ojf rd

D e45gel A
~BE A5 &l YU

2 WHEA 1 U =BG A £% 5)

) A5 oY (BASEAY
A CEes
~FHA: YAAAGA FHE, BEA FAFY

(9

EMA H= B3 A o], ddH S EA st
&+t 938

% EMA®] ¥4% 37} 230 (SignaDol e Besiyach
[ o FE %

f

A=

i
P

2 | BAAA | 9% S0 A8 24 A4

08 | 1453 | A 945 S BARE FAF

0RL | 24T | 5099 845 37 A4S FAg
YLU27E $U9 5039847 Unusual blood

*21/04/07 4%

g
74
S
=
=
ISy
S
a.
=
o
g

o A%l Bt A%
EE 23802 ARy U4

EE GA A @AY o] 50| S A3Frte HL v &A%
EMA confirms overall benefit-risk positive

n
ul

A7) 2

ZF= dADblood clot/thrombus)e) LAY 7| A&
d49 3 (platelet aggregation)qd.

ool At de dEE 10d
o]’ AT o|Fe] FUAIZ Pow

T ¥ TR ERIHAgoR
s 733kt 3d( Atherosclerotic  Plaque
rupture)7t AR FHoE o4HT £ 9

71Ee "rRsdATol e FHoNA, ERAA
) ~ 3 o8] AAVE EREHAE

o) B sE FIHe

9 ¥ADlood clot/thrombus)e]

98- 31 (coagulation)

HAMAZ/ A FEANEAS o] 1/30A = 44

g LIRS, AEFA, SR AW Bl

DA, 13904 543 LY/95 5 W

A FAAE AFAA7 dAEY, 132 7]

AFJAAT HAHA ZFS 5 A

AA &Abe] oF 10%NH = F

AR s FuF JAdd = Qg

Ll D R R |

AA Solns] dAZ (CVST 5 uAARLAZ) A
o 13-12004 Ba% FaZel Swd 5 gov, Yaw
Zago) F9E AL WY AR ARG AT 37
Clzel] oFF i ARoT du A% FE FaBTLZ)
WA FAD

¥ YW Frzo| Bud So] 79 A5 JaY
@Al olelol 217 gol7k Aomw, FF AT B

e

-
o
i)

i<k

VIPIT(a A 3 244 99 228714359 A
= Vaccine-Induced Prothrombotic Immune Thrombocytopenia

TTS @A-g2uzs 2F2-93 AWD

=Thrombosis with Thrombocytopenia Syndrome

- 138 -



SRR R AZ WA % Bo] 9A%
Y3 (Arterial Thrombosis) | 2 = & 7 5(VTE=Venous Thromboembolism) ~@Aau727} SukE Eo)|89) ¥AHZ VIPIT or TTS-
EF AV A7 AARASA Z2EE T | ARAFAREAF - FALO A AH, FE | CVST: AZNA HE 3 49-21d AZo A5AZ =HEHHA
g7t & AN AY EAl, e F gl 3H& gEjo A TE-wtE-Folg]-slHA] £AR | Ze AT F5, JAPAH FE AHoY AokFd, TE
= 5 A2 AYstes BF 52 T35 FFd 2AH | HF7 sHES Y
HAFANZARF: =5 A AEH= W WAoo R HHEa] AYPste A 0] ¢S | WARFREAS: d4ZA mge] S o HPFo= &
Fel TES S FEFEADANA 208 o] = A Fo] Jo, TAHAGYIT HEEHE= A= g=2A, olF F
oWlEl= 4 FAEATAAS) A45E & Ae HAAF : 2/301dNA A ARAFGREAFCE7] | A viFFS] ES5o] A%E F A
B2 A3EA) - 50~1009EE A7) A 70l A= AAHA #Ar] gEle] o)
o & I Y& TP T35 IA4 s9HH HesHWoz AMAFe WAl A AL & | AR AZFC] FHlE A@FIANAE TASIA EhS):
A A #AA] the] AZo] ggAY 3 F AS AT AV w0l Ae AU 2, | FEIA &3, A HFEAI old oE B9 Fe it
A W3 7FTE] dojxE A BF 2 AT Ygaado] AsE F US EFE Ve | FF 2L S o] g HATE F AAY, =8F
£%o FwE & g gol Asld 5 AS
HEF APt A AAAR -7Fedol A &2 79 D-dimer DoIFA) AR | ARt BHAL « E4&FBALEF 150K &) 534
FASATANS 255 A 9 A2Es | 371 ~dimer(Do] 3HA1)> 4000 meg/l. & -8-32.7) A coagulation panel)
Zx7] AG AA} o ZHAKTroponin I -2 Troponin T) -7FsAdol F5% ol A% HiE ol YA

FEFAABEAD ¢ A9 B9 FAL we | 13

oz
wWuks E2

HEF H 974 A4t (diffusion MRI +/- CT) | ARFHIASF @ shAAAY 259 Z2 514 | ¥FA(FEHADA 2B3F2(I50K71 FAI6) ojoF 3
z

FAZATANE BIENZAE 3o BE | 4™ 294 CT O"Ae) A
5—]'2] Z ok Zj/‘]' W CT +- ARZ=S34A4) HAAS: HeW(FH) 294 CT, JFBH/X = -CVST: ¥ 974 ZAF MRl =2 CT)
= e SxEHANEA]) - S EAEZY 2L 3 A4S 93 AAZxSH AA W ERX -URAHEAS: BRGEHHET =94 CD)
Bo sA5Y 294 CT 0 74 @Y 2972 Z(150K) — PR4S| A 2141
e 7hagol QI A9 PR SN @A AAE ¢ Ba Rl
HEF F4709 430 F7 FALAAEH | RE ANYAZTEIAAS/ AL AD) So] 9 AMPAZ 25 CVSTAARLRSD)
WA 67 o), FRABARNE TER oF | - FS1A Aa 3JL6HL Bk TE ~gurEel FUEAET YT FLuALWE 37496
Za - A2e FLIARL ek AL ok Al of | Y7 AW 2021-04-12 BA) CVST 17 =AY
FAZATANZ  DFENA PSS ENR), ZA, TZtER So] stneng $44
JeLrAAANE T okEan. BAEUY oz Aws Yamzgtazo Bug YAZ (VIPIT or TIS)= @ AND @
A5z FAVNO) STEAAS Azl | - 27 579%te ARAFE R FHFAS | (@ 2021-04-12 A B4 XD
o 1247 ol A% BRgaA F T 5 e SSPFA FAAA B4 B &4 B Ao N FA 2
A B AR BAENLPE SEEELEES A, Ba® 58 FA, 8% As BHo A2e AT
i Y2ENAREA) : FYLWAAS TR oF | -ZHo] AT FTAWRIA A AUEHS0] | FLRARUIA, ofm AL, o SA, gEtED) T
A 5YHY 2o, 240 AW A% HAVEEAYEE | 89 BAGAE AY @A B 10% W) | kL AL FAAAD HHHAH S DA(CHIEZ
(FAHY T 2HE AR, Azo] BAR | @ & Qe A&
A% 9ol mel BRENesse Qa9 SAUEE Aee ARHA ¢ | 22 VPIT =e TTS @ AND @) : A% 4u 5o %
= MEAET A 2PATe] Yb BaBPaFo] uw
AAHS ] % Ad A @2EBY ANFAgkg LEHE 293
~ed/dAA ol sEE FS(A S0 A assel ;e - =) 100g/8 AR LuEA<)
T ARG EolY FEAY AFEFIIAE *37] 2ZAHo S (22) VIPIT or TTS I & =29 #
el AT - ISR I6NE A | o g7 2w A= Aol YE FASTAEI@AYS A

K 2o)dA A= o=stE Ro| A
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W AE AZ W2 §d So] AZ
98 A= (Arterial Thrombosis) | = & A Z(VTE=Venous Thromboembo ism) ~gauztast SuE 5ol A2 VIPIT or TTS-
F5=0 uet 0 dutdo s ARARIAS: HAAZo] FHEx gom A | CVSTHAARIEAZS 34 AA= 8 AZFEE 25008 HE
w2 e 347 S aHE-6714d %%F’Jﬂ ol Z+z+ 6274/2421 Ao g 1008 HE% 2.5/1.071 A=Y
HEF AR AR T A387 FiFo B8)S 3 o] FR|9 HF FFTol %‘ﬂoltﬂ % 867 5 189 Ao E XA 20% HAE=Y.
T s olAE T 81 &5 7 (Post-thrombotic | AFEstE A= O 5ol79 ddFo] ofd So|R9ddz
HAFAZANZT FHFHA JY AES 10 syndrome)e] WAy 7HsAdel AZ/UlE AW R | I %*J’r 2ol A glE CVSTUAAREANZE + P4
ZaReas) A A 30-50%, 2FAWIE] F 10% o | WAaF) Aol thFE LSS
- SEFHANEA): AP FHAT, FA 32 T + e 141011/‘1— WMARE EoldHZL F 91611919 AZHE o]
o F AU A5 6AIZE O]Woﬂ 5 S SIX HAAS © 55U A9 Aopgo l 20-30%°1°4Y | & 144t %‘33}%{2‘31 1007+ HE3 1.17), E€4&F A4S
= A% sEEE & rlsAe] woR T AAT HA F 5% FNte WEo|H, 543 Ol Zuks|o] Q)] ¢rol, VIPIT or TIS7} obd CVSTolH, 13
d HAHZ g AES 2 3%, =EA | 939 4Y 7'<1 Z = sAEY 543 vk IS (2021
3~67ME AU AWE 3 olFo wAIEHMA | 4€ 10¢ IAD
A ¥ %= € HCTEPH: chronic thromboembolic | £& X3 4 bzl 37 CVSTY AHEL 10% A=Y
pulmonary hypertension)e] FfZFo2 &
A5 (2~3%)
WA HES A &2 717k @A o] v | B HEFE A &2 717k AL ¥t | FHAAE YFeE I EMARA A BAHFS R 22 7]
st o3 F7b glo] Hls® o= A | fold %7} o] Hl=E WAYo 7 ARA ¢l | H HlwS 91% “ﬂ frost 37 #EEe] EaugaTt §
A4 8l (23] WAHFT T BANEI EolE P4 | ¥9E Soli9 ¥FZF (Unusual blood clots with Low blood
FHAAAT EEA #2731 2552k o3 2A)o] | platelets = VIPIT or TTIS)O w3l df-¢- =& AZWANHAH B
ol 107t o 577.64710A MAHEF7|ZF AA | Fgoxr HF HIEE (strong association, very rare side
o} £ E 2t A ] 7} u;gLo 182002 ogwﬁlcil A @LM@&] e_f}f%eLct). % wed o .
F2 1A 3 9] (Embolic and thrombotic event)& 68%7+43t &
o 314 0.32, 95%CI 0.27~0.36) Wale) AulEQl o]So] Slguch Aalsne, me c® nz
el o] SolE, IR S 93 m3s} Ao AS
H olxEgAY T MAHFS A& AL A
ZF Y2 EMAS HFads 34 vy z2UadE
AE, WAl g7, B4 7184 58 FEHoR 133y
MAAAZS 28 T F 2.
AD2H

1) Pai M, Schull M, Razak F, et al. Vaccine-induced prothrombotic immune thrombocytopenia VIPIT following AstraZeneca COVID-19 vaccination: interim guidance for healthcare
professionals in emergency department and inpatient settings. Science Briefs of the Ontario COVID-19 Science Advisory Table. 2021;1(21).

https://doi.org/10.47326/0csat.2021.02.21.1.0

2) EMA/PRAC/157045/2021 24 March 2021. Signal assessment report on embolic and thrombotic events (SMQ) with COVID-19 Vaccine (ChAdOx1-S[recombinant])-COVID-19 Vaccine AstraZeneca
https://www.ema.europa.eu/en/documents/prac-recommendation/signal-assessment-report-embolic-thrombotic-events-smg-covid-19-vaccine-chadox1-s-recombinant-covid_en.pdf

3) AstraZeneca's COVID-19 vaccine: EMA finds possible link to very rare cases of unusual blood clots with low blood platelets
https://www.ema.europa.eu/en/news/astrazenecas-covid-19-vaccine-ema-finds-possible-link-very-rare-cases-unusual-blood-clots-low-blood

4) Vaxzevria, COVID-19 Vaccine (ChAdOx1-S [recombinant])

https://www.ema.europa.eu/en/documents/product-information/vaxzevria-previously-covid-19-vaccine-astrazeneca-epar-product-information_en.pdf

5) Proposed Brighton Collaboration process for developing a standard case definition for study of new clinical syndrome X, as applied to Thrombosis with Thrombocytopenia Syndrome (TTS)

https://brightoncollaboration.us/wp-content/uploads/2021/04/TTS-Case-Finding-and-Definition-Process.v1.0-1-1.pdf
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