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(5) Outcome
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&ol7| B ESSFT S ICD-10 code

(A 7]<E]

(M358) Azt=z2o] 7]E} WAE 4™ (Other specified systemic involvement of
connective tissue)

U10) Z2Y19¢t #AHE A FESAESF  (Multisystem inflammatory  syndrome
associated with COVID-19)

[A] 2] 7]1&]

(A427, A227, B377, A267, A282, A548, B007, A327, A392, A393, A394, A394, P36, A40,
A410-A415) M+ o & F(Bacterial sepsis)

(A483) 54 &3 F3(Toxic shock syndrome)

(1400) 794 A= <A(nfective myocarditis)

(1411 €3] 573 nlo|y)2d3lol| A 2] A Myocarditis in viral diseases classified elsewhere)
(1410) 22 78 Al ZshlA ] Ald(Myocarditis in bacterial diseases classified elsewhere)

i

:

L RAZFEE Y F7bEE

(E9433, E9434, EB431, EB432, EB433) Echo (Transthoracic Echocardiography)

IVIG, CS A% ATC code

[Intravenous Immunoglobulin (IVIG)]

(JO6BA) human immunoglobulin G (4 &3 =-169901B1J, 169902B1J, 169903BIJ, 169904BIJ,
169905B1J, 169930BLJ, 169931BlJ, 169932BlJ, 169933BlJ, 169934BlJ, 169935BIJ, 169936BIJ,
169937BlJ, 169938BIJ, 169939BIJ, 169940Bl1J, 170001BIJ, 170002BIJ, 170003BLJ)
[Corticosteroid (CS)]

(HO2AB) betamethasone, dexamethasone, hydrocortisone, methylprednisolone, prednisolone,

triamcinolone, deflazacort
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-2 dFdAE 229 B HF F 28E ol (1-60%) AL & T FAE
e FAgoem  Jhepabr¥e Hdwty,  Fd W{AlA U Intravenous
Immunoglobulin(VIG) &-& Corticosteroid(CS) o] A& ZA$=Z H#A 3 T
AAE oA s

7}ekAH71H A= ICD-10 code

(M303) Huto f3 zd =57 [7}2}A7]] (Mucocutaneous lymph node syndrome [Kawasakil)

kALY A srhEE

(E9433, E9434, EB431, EB432, EB433) Echo (Transthoracic Echocardiography)

IVIG, CS A% ATC code

[Intravenous Immunoglobulin (IVIG)]

(JO6BA) human immunoglobulin G (543 =-169901BIJ, 169902BIJ, 169903BIJ, 169904BIJ,
169905BI1J, 169930BIJ, 169931BIJ, 169932BIJ, 169933BlJ, 169934BIJ, 169935BIJ, 169936BIJ,
169937BIJ, 169938BIJ, 169939BIJ, 169940BIJ, 170001BLJ, 170002BIJ, 170003BIJ)

[Corticosteroid (CS)]
(HO2AB) betamethasone, dexamethasone, hydrocortisone, methylprednisolone, prednisolone,
triamcinolone, deflazacort

6) A7AA 2 FAEE
(O SCCS(Self-Controlled Case Series Study)
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Risk interval: 1 to 60 days Control interval
Dose 1
Day 0
A, Case 1
B
1 60 Time
(240 = 2023.04.15)
Dose 1 Dose 2
Day 0 Day X
B. Case 2 l
i
1 X+1 X+60 Time
G ' (240¥ == 2023.04.15.)
Re-entered risk period
Dose 1 Dose 2
Day 0 Day X
C.Case 3 l
>
1 60 X+1 X+60 Time
(240Y == 2023.04.15)
Dose 1 Dose 2 Dose 3
Day 0 Day X Day Y
D.Case 4 l l
1 60 X+1 X+60  Y+1 V460 Time
(240¥ & 2023.04.15)
Dose 1 Dose 2 Dose 3
Day 0 Day X Day Y
E.Case 5 l l
>
1 X+1 X+60 Y+1 Y+60 Time
(240%Y &= 2023.04.15)
19 SCCS A=
O 71&®4
- B4ol 23E ol |BASETFEOIGAIY 24 @A ¥, 4d %
ATAB| 8 EAd mE 7|EEA S S S.
O ¥x 24 (Primary analysis)
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WA Evl(incidence rate ratio, [RR)E 4AFE3tA &, olwf #ZF3H2 240¥, A+
12h 2z 88 mE Ao Z2U9 Al HFE: 16092 sk 2As o,
H 7|7 91387130 AL 7o =2 AR5+
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A2u19 B 1% HF e #2K2021.10.18. ~ 2023.04.15.)

(N=44,566,637)

HZ2U19 B 12 HF FA 184 wiel &3 (2021.10.18. ~ 2023.04.15.)

(N=2,369,490)

A Ee )

Z52GF

2] =Ql (N=0)
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9. Selection of study participants




=54

AT g A 1294 & 7|Hko 2 =219 dHF < AT A
Aol #HF ST/ 7HIAFT H o] Ak Sxkevents in risk  interval)9}:
f Z731Hevents in control intervaDeolA FAISE 3kl g dAH, A¥E T

ATFAI A B4 BhE F1E NS FYT.

¢

NG| 2Ol RAZFFRIIHAI POl AT BAL =T
molth | Y FFFZ bl WA BAY AT 54 g
SFEAGHY BAMNOE % Hol7t YEA AHP WL ttest, WFY WFE
Aol AFAA L olg3tel AAHAL

AG el ol BAZZ TRl WA 59 Fruol:
4gMGom, tEe] BAT 79 FRuel: 1IN ABNT

27t A AoltZ| BESFTT /Aol AR 129 e BER 0 12-174)
ol A=

A@7170o Lol | B A ST FL/7eA7E o] AT 5 F 60.0%= ool en,
27|33l AR T T A E&e 28.6%A+.

AR DL BEANA  zobBYFZET Bl AT 129 F

AE7E E zZI|A Aol BFFEET/VEA W o] HAE 129 9
241 2| 4=(Charlson Comorbidity Index, CCDE =5 3% v]vto] 2.

3. Baseline characteristics of KD/MIS-C cases administered with COVID-19 vaccines, stratified
by exposure windows

Risk Window Control Window
N % N % ’
Total 5 100 7 100
Age, years (mean, SD) 14.8 1.6 15.1 1.5 0.7189
0-4 0 0 0 0 -
5-11 0 0 0 0
12-17 5 100 7 100
Sex 0.2763
Male 2 40.0 5 71.4
Female 3 60.0 2 28.6
Health insurance type
NHI 5 100 7 100 -

_‘]0_



Medical aid 0 0 0 0
Region of residence

Metropolitan 5 100 7 100 0.4902
Rural 0 0 0 0

Comorbidities

CCI (mean, SD) 0.6 0.9 0.1 0.4 0.3307
CCI <3 100 100 -

CCI >=3
Myocardial infarction
Congestive heart failure
Peripheral vascular disease
Cerebrovascular disease
Dementia

Chronic pulmonary disease 40.0 0.0668
Rheumatic disease -

Peptic ulcer disease 14.3 0.3774
Mild liver disease 20.0 0.2165

Diabetes mellitus
Diabetic complications
Hemiplegia or paraplegia
Renal disease

Cancer

Serious liver disease
Solid/metastatic tumor
HIV infection

Type 1 diabetes
Congenital malformation
Asthma
Neurodevelopmental diseases
Epilepsy

Depression

O OO OO OO OO OO OO0 OONDODO OO OO LU
ool llellellellellellellellellellellellello el ol Rl Ne NNl
O OO OO OO OO OO OO0 O H OO0 OO O
O OO OO0 OO0 OO0 OO0 OO0 OPRr o000 oo OO

|

KD, Kawasaki Disease; MIS-C; Multisystem Inflammatory Syndrome in Children; CCI, Charlson
Comorbidity Index Score; HIV, Human Immunodeficiency Virus; NHI, National Health Insurance; SD,
standard deviation
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(3) ¥€x} E2J(Primary analysis)
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(4) ©]x} ¥24(Secondary analysis)

- =9 WA HE ASEE 2@ 2ol hbAY BAES BAS
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A3t A IRR (95% CDQ olF 7 o Al WAE A"/ AR Aol glo], IRR AF=o]
27kt s B, ?ib}m Bl 127 HF olF 609 AFTRIAIA RR (95% CD2
0.46 (0.14-1.49% I=}EA 3} FAS ZHS BALS
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. Risk of KD/MIS-C within 2 months of COVID-19 vaccination, overall and stratified by dose
No. Event Person-Years IR IRR (95% CD
Risk  Control Risk  Control Risk Control IRR LCI UCI
KD/MIS-C
Overall 5 7 5.33 3.94 0.94 1.78 0.53 0.17 1.60
1st dose 2 7 1.63 3.94 1.23 1.78 0.69 0.16 3.08
2nd dose 2 7 3.28 3.78 0.61 1.85 0.33 0.07 1.45
3rd dose 1 1 0.42 0.12 2.36 8.49 0.28 0.01 10.34
4th dose 0 0 - - - - - - -
1st/2nd dose 4 7 4.91 3.94 0.81 1.78 0.46 0.14 1.49
Kawasaki Disease
Overall 4 3 2.24 1.42 1.78 2.12 0.84 0.18 3.87
1st dose 1 3 0.76 1.42 1.31 2.12 0.62 0.06 6.17
2nd dose 2 3 1.31 1.39 1.52 2.17 0.70 0.12 3.98
3rd dose 1 0 0.16 0.09 6.09 - - - -
4th dose 0 0 - - - - - - -
1st/2nd dose 3 3 2.08 1.42 1.44 2.12 0.68 0.13 3.46
MIS-C
Overall 1 4 3.38 2.60 0.30 1.54 0.19 0.02 170
1st dose 1 4 0.98 2.60 1.02 1.54 0.66 0.09 5.07
2nd dose 0 4 2.13 2.48 - 1.61 - - -
3rd dose 0 1 0.26 0.02 - 40.58 - - -
4th dose 0 0 - - - - - - -
1st/2nd dose 1 4 3.12 2.60 0.32 1.54 0.21 0.02 178

KD, Kawasaki Disease; MIS-C; Multisystem Inflammatory Syndrome in Children; CI, Confidence Interval;
IR, Incidence Rate; IRR, Incidence Rate Ratio; LCI, Lower Confidence Interval; UCI, Upper Confidence

Interval

AED TEUY WA FFo) WE iolrh | BAS ST
Az, BE Aol =9 WAL FAT TR AT WS 49 =zl wal
HE ol%F 60d HAFFAA IRR (95% CD 0.53(0.17-1.600= yYEFO™ =HEE

WAL BE SolAmae HEWLS. A5 F @ WoldE UE WA FRE AF

= O )= =
A ES A5

= mRNA EHF 7| 24119 IS HE Bks A 2
609 AFF7FAA IRR (95% CD2 0.53(0.17-1.60)2 YEFkSw, mRNA FHFo] o}

Z2U19 WAlS HJF e Fe /e
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. Risk of KD/MIS-C within 2 months of COVID-19 vaccination, stratified by vaccine type

No. Event Person-Years R IRR (95% CD
Risk Control Risk Control Risk Control IRR LCI  UCI
KD/MIS-C
Vaccine Type (1)

Homologous 5 7 5.33 3.94 0.94 1.78 0.53 0.17 160
Pfizer-BioNTech 5 7 5.33 3.94 0.94 1.78 0.53 0.17 1.60
Novavax 0 0 - - - - - - -

Heterologous 0 0 - - - - - - -

Vaccine Type (2)

=1 mRNA 5 7 5.33 3.94 0.94 1.78 0.53 0.17 160
mRNA only 5 7 5.33 3.94 0.94 1.78 0.53 0.17 160
mRNA+Others 0 0 - - - - - - -

Non-mRNA 0 0 - - - - - - -

KD, Kawasaki Disease; MIS-C; Multisystem Inflammatory Syndrome in Children; CI, Confidence Interval;
IR, Incidence Rate; IRR, Incidence Rate Ratio; LCI, Lower Confidence Interval, UCI, Upper Confidence
Interval

(5) &% #4(Subgroup analysis)

- ARl Aeld 2T 4 T AE, 7IAEE SO disi Z2U19 i HF olF
AT 60Lol ik =7t tiHl Lol RESIT I/ EAES

] 28} =

ic
S

- g tE £0F B4 A% 94T 4dA BT foldtA g AnE HEe
(IRR (95% CD, «44d: 1.11(0.22-5.64); Z7d: 0.30 (0.06-1.53)).

°

. Risk of KD/MIS-C within 2 months of COVID-19 vaccination, stratified by sex

No. Event Person-Years R IRR (95% CD
Risk  Control  Risk  Control  Risk  Control [RR LCI  UCI
KD/MIS-C
Sex
Male 2 5 3.43 2.53 0.58 1.97 0.30  0.06 153
Female 3 2 1.91 1.41 1.57 1.42 1.11 022 5.64
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KD, Kawasaki Disease; MIS-C; Multisystem Inflammatory Syndrome in Children; CI, Confidence Interval;
IR, Incidence Rate; IRR, Incidence Rate Ratio; LCI, Lower Confidence Interval; UCI, Upper Confidence
Interval

- 7R A3 {50 oIt &A1 F ¥4 A3, Chronic Pulmonary Disease’} $11® 7% IRR
(95% CD°] 0.32 (0.09-1.20), Mild Liver Disease7} S1¥ 2% 0.41 (0.13-1.3HE e}

FolmE Aol7h BETA B

. Risk of KD/MIS-C within 2 months of COVID-19 vaccination, stratified by comorbidities

No. Event Person-Years IR IRR (95% CD
Risk  Control Risk Control Risk  Control IRR LCI UCI
History of Chronic Pulmonary Disease

No 3 7 4.62 3.50 0.65 2.00 032 0.09 120

Yes 2 0 0.71 0.45 2.81 - - - -
History of Mild Liver Disease

No 4 7 5.00 3.62 0.80 1.94 041 013 134

Yes 1 0 0.33 0.33 3.04 - - - -

KD, Kawasaki Disease; MIS-C; Multisystem Inflammatory Syndrome in Children; CI, Confidence Interval;
IR, Incidence Rate; IRR, Incidence Rate Ratio; LCI, Lower Confidence Interval; UCI, Upper Confidence
Interval
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3. Risk of KD/MIS-C following COVID-19 vaccination that varied the risk window length

ISR

NGB 1ol

1~904 <l

A

o

—o

IRR

1.04 (0.37-2.92)=

No. Event Person-Years IR IRR (95% CD
Risk  Control Risk Control Risk Control IRR LCI UCI

Sensitivity (30 days)

Overall 3 9 3.24 6.04 0.93 1.49 0.62 0.16 2.36
1st dose 2 9 1.35 6.04 1.48 1.49 0.99 0.21 475
2nd dose 1 9 1.64 5.60 0.61 1.61 0.38 0.05 285
3rd dose 0 2 0.25 0.30 - 6.76 - - -
4th dose 0 0 - - - - - - -
1st/2nd dose 3 9 2.99 6.04 1.00 1.49 0.67 0.18 2.50

Sensitivity (90 days)

Overall 9 3 6.89 2.39 1.31 1.26 1.04 037 292
1st dose 2 3 1.74 2.39 1.15 1.26 0.92 0.20 4.12
2nd dose 5 3 4.62 2.34 1.08 1.28 0.85 0.26 2.79
3rd dose 2 0 0.53 0.01 3.77 - - - -
4th dose 0 0 - - - - - - -
1st/2nd dose 7 3 6.36 2.39 1.10 1.26 0.88 0.29 265

KD, Kawasaki Disease; MIS-C; Multisystem Inflammatory Syndrome in Children; CI, Confidence Interval;
IR, Incidence Rate; IRR, Incidence Rate Ratio; LCI, Lower Confidence Interval, UCI, Upper Confidence

Interval
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3. Risk of KD/MIS-C by varying the case definition (1)

No. Event Person-Years IR IRR (95% CD
Risk  Control  Risk Control Risk Control IRR LCI UCI
(1) Restricting to cases with a prescription record for IVIG
Overall 4 4 3.23 1.92 1.24 2.09 059 015 231
1st dose 1 4 1.00 1.92 1.00 2.09 0.48 0.05 4.19
2nd dose 2 4 1.97 1.88 1.02 2.12 0.48 0.10 2.39
3rd dose 1 0 0.26 0.09 3.84 - - - -
4th dose 0 0 - - - - - - -
1st/2nd dose 3 4 2.97 1.92 1.01 2.09 0.48 0.11 2.09
(2) Restricting to cases with a prescription record for IVIG or other medications™®
Overall 8 9 7.46 5.93 1.07 1.52 0.71 0.27 1.86
1st dose 3 9 2.39 5.93 1.26 1.52 0.83 0.23 2.93
2nd dose 4 9 4.64 5.40 0.86 1.67 0.52 0.16 1.63
3rd dose 1 1 0.42 0.12 2.36 8.49 0.28 0.01 10.34
4th dose 0 0 - - - - - - -
1st/2nd dose 7 9 7.03 5.93 1.00 1.52 0.66 0.24 1.78

KD, Kawasaki Disease; MIS-C; Multisystem Inflammatory Syndrome in Children; CI, Confidence Interval;
IR, Incidence Rate; IRR, Incidence Rate Ratio; LCI, Lower Confidence Interval, UCI, Upper Confidence

Interval; IVIG, intravenous immunoglobulin.

* Other medications include aspirin, corticosteroid, anakinra, infliximab, tocilizumab, acetylsalicylic acid,

enoxaparin, and warfarn.
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3. Risk of KD/MIS-C by varying the case definition (2)

No. Event Person-Years R IRR (95% CI

Risk Control Risk Control Risk Control IRR LCI UCI

élj) Excluding individuals with death recorded within 7 days from the date of outcome
agnosis

Overall 5 7 5.33 3.94 0.94 1.78 0.53 0.17 1.60
1st dose 2 7 1.63 3.94 1.23 1.78 0.69 0.16 3.08
2nd dose 2 7 3.28 3.78 0.61 1.85 0.33 0.07 1.45
3rd dose 1 1 0.42 0.12 2.36 8.49 0.28 0.01 10.34
4th dose 0 0 - - - - - - -
1st/2nd dose 4 7 491 3.94 0.81 1.78 046 0.14 1.49

(2) Excluding individuals with COVID-19 within 60 days before vaccination

Overall 5 7 5.33 3.94 0.94 1.78 0.53 0.17 1.60
1st dose 2 7 1.63 3.94 1.23 1.78 0.69 0.16 3.08
2nd dose 2 7 3.28 3.78 0.61 1.85 0.33 0.07 1.45
3rd dose 1 1 0.42 0.12 2.36 8.49 0.28 0.01 10.34
4th dose 0 0 - - - - - - -
1st/2nd dose 4 7 4.91 3.94 0.81 1.78 0.46 0.14 1.49

(3 Excluding individuals with COVID-19 within 60 days before outcome diagnosis

Overall 5 7 3.30 3.22 1.51 2.17 0.70 0.24 2.05
1st dose 2 7 1.00 3.22 1.99 2.17 0.92 0.23 3.73
2nd dose 2 7 1.97 3.07 1.01 2.28 045 011 1.89
3rd dose 1 1 0.33 0.12 3.04 8.49 0.36 0.01 12.82
4th dose 0 0 - - - - - - -
1st/2nd dose 4 7 2.98 3.22 1.34 2.17 0.62 0.20 1.93

(4) Excluding individuals with diagnosis of bacterial sepsis, toxic shock syndrome, or
infectious myocarditis on the same date of outcome diagnosis

Overall 5 7 5.33 3.94 0.94 1.78 0.53 0.17 1.60

1st dose 2 7 1.63 3.94 1.23 1.78 0.69 0.16 3.08
2nd dose 2 7 3.28 3.78 0.61 1.85 0.33 0.07 1.45
3rd dose 1 1 0.42 0.12 2.36 8.49 0.28 0.01 10.34
4th dose 0 0 - - - - - - -

1st/2nd dose 4 7 491 3.94 0.81 1.78 0.46 0.14 1.49

KD, Kawasaki Disease; MIS-C; Multisystem Inflammatory Syndrome in Children; CI, Confidence Interval;
IR, Incidence Rate; IRR, Incidence Rate Ratio; LCI, Lower Confidence Interval; UCI, Upper Confidence
Interval.
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in Multisystem

Inflammatory

Syndrome in Children and COVID-19 Vaccination-Induced Myocarditis. JAMA Netw Open. 2023 May

1;6(5):2314291.
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