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O 20139 1¥€FH 20223 10€71A €9 AHAEFH HAFAE YoM 48 == 2 74
Hol| Ad/ 2oz g 52 A4 o8] A= A= AAMg &L oot 2
7442z}
7 9] Y 52 U FAHANA A-AEFES G S (F/FEEH)
(G40) ¥ x <% (Epilepsy)
(G41) H A= A &2E (Status epilepticus)
ICD-10 code HAS A& prep :
(R56) && %EQ A & A¥ (Convulsion, NEC)
(F44.5) sl&lA 744 (Dissociative convulsions)
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T 2219 WA HF 129,956,027 F WA HE LdHE 28 ol AR A H/
A A Aaes 184900z, 107 HEd & A/ A TAES 143301 =

Adxd AE/dE 2R ES 20139 R 2022@71A] asteE FAolH, 2199 Al
A A 20199 109H B 424.27 thH] WA HF o] % 2021 413193 20223 4

Annual Incidence of Seizure, 2013 - 2022

Incikdence per 100,000 Persons

2013 2014 2015 2016 2017 2018 2013 2020 2021 2022
—a— R 4184 410.1 4158 4078 4203 4134 42432 3874 4131 406.1

Year

1%, Annual Incidence of Seizure per 100,000 Persons in South Korea from 2013 to 2022

O ARIMA &4
A B ERERF R Ak 20139 1RRE 2021 29744 B2
HAE R 20219 3YEE 20229 10974719 2 mdS T Az Z2UH9 WA
HE olF AArEAe] A4 WABRGME A BAECHEDT FA Ao
slgglon], Jl BAES] 95% ATk o] AA BAEo] EA F, 229
M A% olFe] e A Bl gl ATHT U BolAA ke AT,



Actual and ARIMA-Estimated Incidence of Seizure Cases, 2013 - 2022
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iﬁ’ S Legend

Il Actual (Pre-vaccination) [l Estimated (ARIMA) Estimated 80% Cl
Roll-out of COVID-191
- Il Model Fitted Il Actual (Post-vaccination) Estimated 95% Cl Vaccination |
T (2021.02.26) |
T T T T T
2014 2016 2018 2020 2022

Calendar Time

*Estimated from March 2021 to October 2022 using ARIMA based on actual observations from January
2013 to February 2021

1. Actual and ARIMA-Estimated Incidence of Seizure Cases per 100,000 Persons in South
Korea from 2013 to 2022



D 9754 9 A7
- Py AFA Z2U19 9 HF T A/ o] Y HIME sk A)-
% 327 AF(Self-Controlled Case Series, SCCS)E 433} 9<-.

2199 A-E/ -z 9y rr B4 T2 EFS s, I
TZEFS NSNS

( _L?lJ
ol
St
_‘a
=2
ot 2 2

ey
ofN

Q) A=
- AP Z2 U9 HE 52 A1(2021.02.26. ~ 2022.10.31)9} ZN AR R P FTe)
A7 dlolE o] 2 A7 A= 2(2002.01.01. ~ 2022.10.31.)& 283,
- AA AmdelA &8 Jhed HAFUIE Z 950§ J|F st B4 e HRE

= o
£ 3259 B4 dolHAe TEE

(3) Aoy
- e

A

| .

=
L
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_lcl;}l

s BAE ATUYOE HYHAL.

CRRUH9 WA 1A BE 9 FPAYEYAE J1F) 71FE 184 ol
- 20219 29 26U 5E] 20224 39 19 Ato] TRUHY WA 15} o]k WEA}
- 20219 29 26U HE] 20224 109 31 Abo] A/ L0 Y W FAx}

- AT shed Bhe 1Ee Pse A AL,

e

- Z2UH9 WA QA SR

- ZHERNE Wolte 2] AE9 Q)

U9 WA B AR RARA A R 28 A% 1S EA)
- FR2UH9 ¥Al AE Yuatsta 2 xpolrt 9l A O (ex. 1, 2&F BE AA} £9l)
- 22UH9 WAl FE o) 365 oluf /LA A oA

- =29 WA 15 AE o)A 180 oluf &AUA A ol2io] = #xt
- 2219 WAL 15} AE 0]% 240 o|uj A/ wato] WAYstA| e EA}

(4) Exposure
- B dAFoA= #E7|7H2021.02.26. ~ 2022.03.01) W HF 4x7A 1#Hg Z2U]9
A HEFE =22 AYsA S

=
- ol B WAL FF W ARAGE e 2



A £ 3] AL HE A A% AF 314

2 Moderna) 23] 28
S22 E g g-ol A~ E gAY 7HOxford University- _
23] 4~12F
AstraZeneca)
¢kAl(Johnson&Johnson’ s Janssen) 13 -
3} o] z}-n}o] @ <l H] =Z(Pfizer-BioNTech) 23] 21Y (~42¢)
= np9 2~ (Novavax) 23] 21y

(5) Outcome
- 2 AFAE Z2U19 HA HE = 289 ol (1-28¥) H¥Y Z2 9= YEr|HEs
RS 31 3 o E A-E/ RS a5 HAA U FAE-EA Aol e
AE B AS LA S$AE F e

ZAd/dE 2 ICD-10 code

o r—lﬂ
B

rL

(G40) Hx = (Epilepsy)

(G4D) A5 A &H (Status epilepticus)

(R56) 22 #F/=A &2 49 (Convulsion, NEC)
(F44.5) sllg]4d 7= (Dissociative convulsions)

g4 HEA AW ATC code

(NO3AA) phenobarbital, primidone, (NO3AB) phenytoin, fosphenytoin, (NO3AC)
paramethadione, trimethadione, ethadione, (NO3AD) ethosuximide, (NO3AE) clonazepam,
(NO3AF) carbamazepine, oxcarbazepine, rufinamide, eslicarbazepine (NO3AG) valproic
acid, vigabatrin, (NO3AX) lamotrigine, topiramate, levetiracetam, zonisamide, stiripentol,
lacosamide, perampanel, brivaracetam, cannabidiol

- Addz A outcomed] EEEA] L

6) A7EA L EATH
(O SCCS(Self-Controlled Case Series Study)
- Abdoll AR B 731 Yol B o) dHkgo] WA SAtoA ZE U9 ANHTF
T 93 FAAMY EA o] dRkEe WAEY #F | l A 98 Fe AL U



A tx FRelM el 54

o]
- WAL kg HIE Al AR BReE At 9

Risk interval: 1 to 28 days Control interval

Dose 1
Day 0
A. Case 1
>
1 28 Time
(240 == 2022.10.31)
Dose 1 Dose 2
Day 0 Day X
B. Case 2 l
>
1 X+ X+28 Time
! v : (240Y == 2022.10.31)
Re-entered risk period
Dose 1 Dose 2
Day 0 Day X
C.Case 3 l
>
1 28 X+1 X+28 Time
(240 === 2022.10.31)
Dose 1 Dose 2 Dose 3
Day 0 Day X Day Y
D. Case 4 l l
1 28 X+1 X+28  Y+1 Y+28  Time
(240 == 2022.10.31)
Dose 1 Dose 2 Dose 3
Day 0 Day X Day Y
E.Case 5 l l
>
1 X+1 X+28 Y+1 Y+28 Time
(240 EE&=2022.10.31)
3 SCCS RAE
O 71&=&4
- B4 x3E FE/BA A 82 A, A 5 ATASIEE 540 me ERAe
S R
O ¥z A (Primary analysis)
- SCCS ATAHAE e =A% Eokd HFARNL olgstd dPHF F AP



oA AR/ EAe] TAAES HEVIT W 27t A e A/ dze] HAYEF Bt
24 A Ev)(incidence rate ratio, IRR)E AF&E3}9 2. olu] FATIHL 240, 9+
7+ 1Ak 22 2 BE Ao Z2UH9 9 HE - 1-28YE FYUSHA AAHsiHoH,
273k 918 717bs A Qg 7o 2 A

- BRI W 229 A A ZEY A AR FH3ES FEEH, BRI Y
ArsteE A9 AP A A FH3EE TR

o]z} E2(Secondary analysis)

- 229 WA HEF A5 meistel AR T TS BASHAL.

—

O &% H4J(Subgroup analysis)
- AA Iz DAJEREY P HZo e WASRH, d7sE 54 2 A
Ao FaS v F e EA wEt & Uro] &AOF B4 AAsg e o

AA
AIF B0l o8 SHE e 2.

O ZAa s DTALZRY 7P H2o JATHe BASTF ¢ Folx, Brjy, kA, of 2~
EgiAU 7), Snpe

@ A= 18-294] [ 30-39A4] [ 40-49A4] / 50-59A | 60-69A4] |/ 70-79A] / 80A ©]/

@ 714 A3 . Fu4w x| 4=(Charlson Comorbidity Index) 5% o]A=} m|wt

Comorbidities (A& o]A 14)
Diabetes, Hypertension, Asthma, Myocardial infarction
Congestive heart failure, Cerebrovascular disease
Chronic pulmonary disease, Chronic liver disease
Chronic kidney disease, Rheumatoid arthritis, AIDS/HIV
Malignancy, Metastatic solid tumor, Organ transplantation

@ A2 PAA e ARG A [ R A

©® A4

& W 94547]7}91 Aol HFE ¥ 11149, 1424 =2 AAStY 2249 o

L 9% waed s A9 AU F 22U ABEE o1 09 A =
1Y ZEAE ASste] DELHY ABAF F 2T e BTN AR e
JWe AE



T2k ojnl 9]

iz

K
T

o

tel 2419 oA

S

9]

td Z2U19 A E

Elas)

=2 A

o]

T A Zdrdzte] 9

k<3l
=

CRE

O A% 22 (Post-hoc analysis)
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Z21H9 B 13 HF T $§242021.02.26 ~ 2022.03.01)
(N=44,564,345)

F2H19 WA 13 HF A 184 o)l &3}
(N=42,155,198)

Y BAA W AE/ERHEFE) A + FAEA AT T2 g3
(N=148,968)

7158 EA4 (N=0)
HE 7157 24 (N=0)

.

FZ19 94l 1
FAEA Ay T A

(N=146,480)
A &) 7] &

- BTN Hx AEEE A" o[ 1d T 9t
Az g 715 9= A (N=131,198)

- AATZFOI ] WAl 12 HE: ol 180¥ oW Al A
22 Al9] (N=3,024

- FZEU19 WAl 1z HE olF 240¢ oY AdHE/EEFR AW U=
= 32 (N=6,192)

HF AT WA

(N=6,066)
9. Selection of study participants
2 71=wH
- AFHEA 6,066 7IHto® IEU9 dHHE F AP TFolA A-E/EEo] Ay
gk A}(events in risk intervaD®} thZ77Hevents in control intervaDoll A &3t =}

of e A%, A8 5 AFAITH Eqo] 12 JER4L FI.
- SFT AR R WA FAsh hETIe] AU TR AT B AT
S5ta 54 2 FEASHY FAHOE foF Fol7h YA A%Y WL totest,
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5 = 7helAFAg S o8t AAAE.

717kl Aol AR 18499 o] Hituol= 54.6MI1 o H, thxr| ol EAyRE
4,217 9] Hyvol= 57.0M A= @7l AhE A dAR 1849 F 60-694] o
o] 7H& Btal 30-39A4o] 7HE Ao, thEIxtel AT 4,217 F 60-694 71
7HE w3kar 30-3941 ol 7HE AU =

A7zl AAdAo] BAYFE 184978 F 4L5%= oI, thixr|tel A

olEw AT 8.4%= tHx7|Xt] A

3. Baseline Characteristics of Seizure Cases Administered with COVID-19 Vaccines, Stratified
by Exposure Windows

Risk Window Control Window
N % N % ’
Total 1849 100 4217 100.0
Age, years (mean, SD) 54.6 19.7 57.0 19.9 <.0001
18-29 274 14.8 547 13.0 <.0001
30-39 203 11.0 381 9.0
40-49 250 13.5 529 12.5
50-59 295 16.0 712 16.9
60-69 348 18.8 766 18.2
70-79 273 14.8 617 14.6
80+ 206 111 665 15.8
Sex
Male 1081 58.5 2417 57.3 0.4047
Female 768 41.5 1800 42.7
Health insurance type
NHI 1694 91.6 3813 90.4 0.1378
Medical aid 155 8.4 404 9.6
Region of residence
Metropolitan 1206 65.2 2704 64.1 0.4087

Rural 643 34.8 1513 35.9

_’I’I_



Comorbidities

CCI (mean, SD) 1.7 2.2 1.9 2.3 0.0102
CCI <5 1647 89.1 3666 86.9 0.0199
CCI >=5 202 10.9 551 13.1

Myocardial infarction 21 1.1 54 1.3 0.6385

Congestive heart failure 129 7.0 308 7.3 0.6502

Peripheral vascular disease 256 13.8 609 14.4 0.541

Cerebrovascular disease 303 16.4 761 18.0 0.1179

Dementia 255 13.8 715 17.0 0.002

Chronic pulmonary disease 284 15.4 739 17.5 0.0382

Rheumatic disease 48 2.6 128 3.0 0.348

Peptic ulcer disease 289 15.6 738 17.5 0.0737

Mild liver disease 394 21.3 934 22.1 0.4666

Diabetes mellitus 384 20.8 951 22.6 0.1227

Diabetic complications 146 7.9 326 7.7 0.8246

Hemiplegia or paraplegia 56 3.0 160 3.8 0.1386

Renal disease 76 4.1 178 4.2 0.8430

Cancer 85 4.6 230 5.5 0.1661

Serious liver disease 7 0.4 22 0.5 0.457

Solid/metastatic tumor 13 0.7 27 0.6 0.7808

HIV infection 0 0.0 1 0.0 0.5078

CCl, Charlson Comorbidity Index Score; HIV, Human Immunodeficiency Virus; NHI, National Health
Insurance; SD, standard deviation
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- A@7)|Zbel| AE A BT
19 WAl HF 2 :
- A8 gx=2713 FHskA 22019 94 13 HE

[e)
T =
Balolgleon, F HAlZ £& &< B WAL of=EgAY7}

. Distribution of COVID-19 Vaccines, Stratified by Dose and Exposure Windows

Risk Control P
Window Window
First dose type 0.0246
Pfizer-BioNTech 938 2232
Novavax 0 0
Moderna 247 457
Janssen 30 109
AstraZeneca 634 1419
Second dose type 0.3533
Pfizer-BioNTech 973 2330
AstraZeneca 75 146
Moderna 3 9
Pfizer-BioNTech 895 2175
Novavax 1 1
Moderna 0 1
Pfizer-BioNTech 1 0
Moderna 235 440
AstraZeneca 1 0
Moderna 234 440
AstraZeneca 529 1199
AstraZeneca 529 1199
Not vaccinated 111 247
AstraZeneca 29 74
Janssen 30 109

_13_



Third dose type

Pfizer-BioNTech

Novavax

Moderna

Janssen

Not vaccinated

Fourth dose type

Pfizer-BioNTech

Not vaccinated

Moderna

Pfizer-BioNTech

AstraZeneca
Moderna
Pfizer-BioNTech

Not vaccinated

Moderna

Pfizer-BioNTech

AstraZeneca
Moderna
Pfizer-BioNTech

Not vaccinated

Not vaccinated

AstraZeneca

Moderna

Novavax

Pfizer-BioNTech

Not vaccinated

Pfizer-BioNTech

Janssen

_14_
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463
291
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20
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76

240
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o7

1920
312
21
1555
32

846
534
225
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1445

353

194

760
137

<0.0001
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Moderna 462 844

Novavax 2 6
Pfizer-BioNTech 895 1916
Not vaccinated 486 1445

(3) ¥x} E2J(Primary analysis)
- Z2U19 WA HF o]F AP R Y A-E/ A B ES Blushs 4
< TR AS
- EE ZEU9 B4 HF o] 289 W AP FItelA =3 il A9/
CDZ 0.99(0.94-1.09= Yt} TAHCE FolekA &2 AHE HS.

()

X,
—_—
=
5o
~
<)
ol
=

(4) ©]x} ¥23(Secondary analysis)

- Z2U19 W HF AgE 1 Ad/ i #AES B Ay, 22019 94l 1%
HE olF 289 A@F<telA IRR (95% CD& 0.96 (0.89-1.05)= YESte ™, 121419 ¥
Al 22 HE o]% 28Y A 3FlA IRR (95% CD 0.96 (0.88-1.0H)°.2 FASH A&
Bol Fojndt S YehA &9k, Z21H9 WAl 33k HFo A, WAl HE o|F
289 g2l IRR (95% CD-2 1.01 (0.90-1.13)2 yeld. 221419 W4l 43 HF o]
3 28 @ 3rolA IRR (95% CD2> $@3boll A AT AE/ 82 o] glo], IRR 4F
Zo] Bl &3 :’§1419 WAl 122 HF o] 289 Y F7HlA IRR (95% CD
2 097 (0.91-1.03)= A=A FAE &S R =

AT

. Risk of Seizure within 28 Days 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

Overall 1849 4217 1215.58  2746.34 1.52 1.54 099 094 1.05
1st dose 674 4217 455.24  2746.34 1.48 1.54 096 0.89 1.05
2nd dose 689 3491 458.07  2226.60 1.50 1.57 096 088 1.04
3rd dose 486 672 301.89 420.03 1.61 1.60 1.01 090 1.13
4th dose 0 0 N/A
1st/2nd dose 1363 4217 913.31  2746.34 1.49 1.54 097 091 1.03

CI, Confidence Interval; IR, Incidence Rate; IRR, Incidence Rate Ratio; LCI, Lower Confidence Interval,
UCI, Upper Confidence Interval
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(5) &% #4(Subgroup analysis)
- Aol AoH AOFQ WMASF, uAPHE A7, A
o, 7IAAg Sl il Z2u19 WA HFE ol
A/ 2 DA ES ¥ sk 5
< A ZE2Y9 AAE L9 TRE FET LS A5, ZEU9 94 F
28 1Tkl A IRR (95% CD<2 0.99(0.93-1.05Z Yeptor, 24 F 3 ¥Ho|
T:]—E

ot

bl Hob |

|

WA FHE HE WS A U9 WA FF olF 289 9 TAkelA RR

(95% CD2 1.00(0.90-1.10)% L3 AHE Hie. 52 A HIJAE F, Solas &

lt

Aol HF e A Z2U9 WA HF ol 28Y @ 3relA IRR (95% CD

0.95(0.88-1.03)2 uebton, ofxEZbAU7E, TE]al Rl WAl B {o)shA] oF

A5E BYE. T Bod WAS HE 0RE A
AT A IRR (95% CD2 1.21(1.04-1.42)E FAAHL
AoE vehg,

29 WA HF o] F 28
oz §elatAl ABe 3

& Mo one rlo

7A17]

o, MRNA ZHE 7|uke] b9 WAL HF Wk A9 T2 WA HE o F
o 91 Tbel A IRR (95% CD- 1.00(0.94-1.05)% vlEREOm, mRNA Z#Eo] opd

219 WMAS HE WS A ZEU9 B HF o]F 289 A@FIrelA IRR

(95% CD-& 0.96 (0.78-L.1NE YE}S .

. Risk of Seizure within 28 Days of COVID-19 Vaccination, Stratified by Vaccine Type
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No. Event Person-Years IR IRR (95% CI
Risk Control Risk Control Risk Control IRR LCI  UCI

Vaccine Type (1)

Homologous 1295 3071 848.19 1988.41 1.53 1.54 099 093 1.05
Pfizer-BioNTech 937 2219 631.49 142546  1.48 1.56 095 0.88 1.03
AstraZeneca 118 416 75.38 251.21 1.57 1.66 095 0.77 1.16
Moderna 237 424 140.02  303.50 1.69 1.40 121 1.04 1.42
Janssen 3 12 1.30 8.24 2.30 1.46 158 052  4.83
Novavax 0 0 N/A

Heterologous 554 1146 367.39  757.93 1.51 1.51 1.00  0.90 1.10

Vaccine Type (2)

=1 mRNA 1728 3789  1138.90 2486.89  1.52 1.52 1.00  0.94 1.05
mRNA only 1181 2682 782.12 1749.90 1.51 1.53 099 0.92 1.05
mRNA+Others 047 1107 356.77  737.00 1.53 1.50 1.02 092 1.13

Non-mRNA 121 428 76.68 259.45 1.58 1.65 096 0.78 1.17

CI, Confidence Interval; IR, Incidence Rate; IRR, Incidence Rate Ratio; LCI, Lower Confidence Interval,
UCI, Upper Confidence Interval
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- Aol wet FE/ 2z T E] Aolrt Ao, yol7t 30-39410 el A IRRo| 7H
= T AR =3 A" 804 oY wolfds. (IRR (95% CD, 18-294: 1.12
(0.97-1.29); 30-39A: 1.31(1.10-1.55); 40-49A]: 1.03 (0.89-1.20); 50-59A: 0.89 (0.78-1.02);
60-69A: 0.97 (0.86-1.10); 70-79A4: 1.01(0.88-1.16); 804l ©]”¢: 0.78 (0.67-0.92))

- Al iR &2O%F B4 A, EAY AGCM BF fostA e A3E HoE
(IRR (95% CD, =14d: 0.97 (0.89-1.06); Z/d: 1.00 (0.94-1.08)).

3. Risk of Seizure within 28 Days of COVID-19 Vaccination, Stratified by Age and Sex

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

Age, years

18-29 274 547 165.77 370.93 1.65 1.47 1.12 0.97 1.29

30-39 203 381 113.67 278.76 1.79 1.37 1.31 1.10 1.55

40-49 250 529 161.79 354.20 1.55 1.49 1.03 0.89 1.20

50-59 295 712 213.46 457.74 1.38 1.56 0.89 0.78 1.02

60-69 348 766 231.64 495.26 1.50 1.55 0.97 0.86 1.10

70-79 273 617 175.58 400.41 1.55 1.54 1.01 0.88 1.16

80+ 206 665 153.67 389.04 1.34 1.71 0.78 0.67 0.92
Sex

Male 1081 2417 706.52 1586.99 1.53 1.52 1.00 0.94 1.08

Female 768 1800 509.06 1159.35 1.51 1.55 0.97 0.89 1.06

Cl, Confidence Interval; IR, Incidence Rate; IRR, Incidence Rate Ratio; LCI, Lower Confidence Interval,
UCI, Upper Confidence Interval
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- ABIAAAISE el AR TR AGel diF &OF B4e] Ad= Main
analysiset fFAFSHAl =g on, AR Feate}t os5gy tidAt ZFelM Fofst
A #e ZA3E H]d (RR 5% CD, #72E3: 1.000.95-1.06); &jsgf: 0.87
(0.72-1.05)).

. Risk of Seizure within 28 Days of COVID-19 Vaccination, Stratified by Insurance Type and
Region

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

Insurance Type
Health insurance 1694 3813 1105.49  2496.18 1.53 1.53 1.00 095 1.06

Medical aid 155 404 110.09  250.16 1.41 1.61 087 072 1.05
Region

Metropolitan 1206 2704 784.34 1766.73  1.54 1.53 1.00 094 1.07

Rural 643 1513 431.24  979.61 1.49 1.54 097 088 1.06

CI, Confidence Interval; IR, Incidence Rate; IRR, Incidence Rate Ratio; LCI, Lower Confidence Interval,
UCI, Upper Confidence Interval
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- W48 x4 (Charlson comorbidity index)ell wheha] 53 wwkl
(0.95-1.07), 53 o]l A% 0.85(0.73-1.000= &
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. Risk of Seizure within 28 Days of COVID-19 Vaccination, Stratified by Comorbidities

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

Charlson Comorbidity Index

<5 1647 3666 1071.25 2410.55 1.54 1.52 1.01 0.95 1.07

=5 202 551  144.33 335.79 1.40 1.64 0.85 0.73 1.00
History of Myocardial Infarction

No 1828 4163 1201.95 2712.95 1.52 1.53 0.99 0.94 1.05

Yes 21 54 13.63 33.39 1.54 1.62 0.95 0.58 1.57
History of Congestive Heart Failure

No 1720 3909 1132.71 2552.71 1.52 1.53 0.99 0.94 1.05

Yes 129 308 82.86 193.63 1.56 1.59 0.98 0.80 1.20
History of Peripheral Vascular Disease

No 1593 3608 1043.07 2357.88 1.53 1.53 1.00 0.94 1.06

Yes 256 609 172.51 388.46 1.48 1.57 0.95 0.82 1.09
History of Stroke

No 1546 3456 1012.51 2271.09 1.53 1.52 1.00 0.95 1.07

Yes 303 761  203.07 475.25 1.49 1.60 0.93 0.82 1.06
History of Dementia

No 1594 3502 1039.13 2311.65 1.53 1.51 1.01 0.95 1.07

Yes 255 715 176.45 434.69 1.45 1.64 0.88 0.76 1.01
History of Chronic Pulmonary Disease

No 1565 3478 1014.62 2296.18 1.54 1.51 1.02 0.96 1.08

Yes 284 739  200.96 450.17 1.41 1.64 0.86 0.75 0.99
History of Rheumatic Disease

No 1801 4089 1179.00 2665.23 1.53 1.53 1.00 0.94 1.05

Yes 48 128 36.58 81.11 1.31 1.58 0.83 0.60 1.16
History of Peptic Ulcer Disease

No 1560 3479 1007.29 2285.87 1.55 1.52 1.02 0.96 1.08

Yes 289 738  208.29 460.47 1.39 1.60 0.87 0.76 0.99

History of Mild Liver Disease
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No 1455 3283

Yes 394 934
History of Diabetes Mellitus
No 1465 3266
Yes 384 951
History of Diabetic Complications
No 1703 3891
Yes 146 326
History of Hemiplegia/Paraplegia
No 1793 4057
Yes 56 160
History of Renal Disease
No 1773 4039
Yes 76 178
History of Cancer
No 1764 3987
Yes 85 230
History of Serious Liver Disease
No 1842 4195
Yes 7 22
History of Solid/Metastatic Tumor
No 1836 4190
Yes 13 27
History of HIV Infection
No 1849 4216
Yes 0 1

946.21  2151.30 1.54 1.53 1.01 0.95 1.07
269.37 595.04 1.46 1.57 0.93 0.83 1.05
952.53  2149.65 1.54 1.52 1.01 0.95 1.08
263.05 996.69 1.46 1.59 0.92 0.81 1.03
1123.37  2533.65 1.52 1.54 0.99 0.93 1.04
92.21 212.69 1.58 1.53 1.03 0.85 1.25
117573 2650.92 1.53 1.53 1.00 0.94 1.05
39.85 95.42 141 1.68 0.84 0.62 1.14
1169.29  2629.74 1.52 1.54 0.99 0.93 1.04
46.29 116.61 1.64 1.53 1.08 0.82 141
1150.92  2606.63 1.53 1.53 1.00 0.95 1.06
64.66 139.71 1.31 1.65 0.80 0.62 1.02
1209.39  2732.67 1.52 1.54 0.99 0.94 1.05
6.19 13.67 1.13 1.61 0.70 0.30 1.67
1208.19 273141 1.52 1.53 0.99 0.94 1.05
7.39 14.93 1.76 1.81 0.97 0.52 1.83
121535  2745.92 1.52 1.54 0.99 0.94 1.05
0.23 0.42 0.00 2.37 0.99 0.94 1.05

CI, Confidence Interval; IR, Incidence
UCI, Upper Confidence Interval

Rate; IRR, Incidence Rate Ratio; LCI, Lower Confidence Interval;
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24 (Sensitivity analysis)
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. Risk of Seizure Following COVID-19 Vaccination that Varied the Risk Window Length

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

Primary (1-28 days)

Overall 1849 4217 121558  2746.34 1.52 1.54 099 094 1.05
1st dose 674 4217 455.24 2746.34 1.48 1.54 096 0.89 1.05
2nd dose 689 3491 458.07 2226.60 1.50 1.57 096 088 1.04
3rd dose 486 672 301.89 420.03 1.61 1.60 1.01 090 1.13
4th dose 0 0 N/A
1st/2nd dose 1363 4217 913.31 2746.34 1.49 1.54 097 091 1.03

Sensitivity (1-14 days)

Overall 955 5111 630.12 3331.80 1.52 1.53 099 092 1.06
1st dose 368 5111 243.73 3331.80 1.51 1.53 098 0.89 1.09
2nd dose 346 4069 229.21 2595.53 1.51 1.57 096 086 1.07
3rd dose 241 917 156.87 565.13 1.54 1.62 095 082 1.09
4th dose 0 0 N/A
1st/2nd dose 714 5111 472.95 3331.80 1.51 1.53 098 091 1.06

Sensitivity (1-42 days)

Overall 2575 3491 1720.21  2241.71 1.50 1.56 096 091 101
1st dose 898 3491 602.37 2241.71 1.49 1.56 096 089 1.03
2nd dose 1001 2996 686.25 1873.92 1.46 1.60 091 085 0.98
3rd dose 676 482 431.21 290.70 1.57 1.66 095 084 1.06
4th dose 0 0 N/A
1st/2nd dose 1899 3491 1288.61  2241.71 1.47 1.56 095 090 1.00

CI, Confidence Interval; IR, Incidence Rate; IRR, Incidence Rate Ratio; LCI, Lower Confidence Interval,
UCI, Upper Confidence Interval
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. Risk of Seizure Following COVID-19 Vaccination that Varied the Study Population

No. Event Person-Years R IRR (95% CD
Risk  Control  Risk Control Risk Control [RR LCI UCI

Primary (1-28 days)

Overall 1849 4217  1215.58 2746.34 1.52 154 099 094 1.05
1st dose 674 4217 45524 2746.34 1.48 154 096 089 1.05
2nd dose 689 3491  458.07 2226.60 1.50 157 096 088 1.04
3rd dose 486 672  301.89 420.03 1.61 1.60 1.01 090 1.13
4th dose 0 0 N/A
1st/2nd dose 1363 4217 913.31 2746.34 1.49 154 097 091 1.03

Sensitivity (Excluded deaths that occurred within 7 days of seizure diagnosis)

Overall 1844 4198 1212.41 2739.96 1.52 153 099 094 1.05
1st dose 673 4198  453.58 2739.96 1.48 153 097 089 1.05
2nd dose 686 3477  456.73 2222.65 1.50 156 096 088 1.04
3rd dose 485 670  301.72 419.93 1.61 1.60 101 090 113
4th dose 0 0 N/A
1st/2nd dose 1359 4198  910.31 2739.96 1.49 153 097 092 104

Sensitivity (Excluded individuals with COVID-19 within 90 days before vaccination)

Overall 1849 4217  1215.58 2746.34 1.52 154 099 094 1.05
1st dose 674 4217  455.24 2746.34 1.48 154 096 089 1.05
2nd dose 689 3491  458.07 2226.60 1.50 157 096 088 1.04
3rd dose 486 672  301.89 420.03 1.61 1.60 1.01 090 1.13
4th dose 0 0 N/A
1st/2nd dose 1363 4217 913.31 2746.34 1.49 154 097 091 1.03

Sensitivity (Excluded individuals with COVID-19 prior to the occurrence of AESD

Overall 1849 4214 1181.93 2696.51 1.56 156  1.00 095 1.06
1st dose 674 4214 440.97 2696.51 1.53 156 098 090 1.06

_23_



2nd dose 689 3488  443.73 2183.41 1.55 160 097 090 1.05

3rd dose 486 672 296.87 415.25 1.64 1.62 1.01 0.90 1.13
4th dose 0 0 N/A
1st/2nd dose 1363 4214 884.70 2696.51 1.54 1.56 0.99 0.93 1.05

Sensitivity (Inpatients or Emergency department settings of outcome)

Overall 825 1998  540.31 1270.62 1.53 1.57 097 090 1.05
1st dose 295 1998 209.12 1270.62 1.41 157 090 079 1.01
2nd dose 313 1670  208.71 1009.98 1.50 165 091 080 1.02
3rd dose 217 306 122.29 168.88 1.77 181 098 083 1.16
4th dose 0 0 N/A
1st/2nd dose 608 1998  417.83 1270.62 1.46 1.57 093 084 1.01

Cl, Confidence Interval; IR, Incidence Rate; IRR, Incidence Rate Ratio; LCI, Lower Confidence Interval,
UCI, Upper Confidence Interval

(1) A+% B4 (Post-hoc analysis)
- A WAl mE AOF BEHA fod A2FE HQl muy WA FFHTA O
3 AFS BAs S
- BEoy WA 2aF JFA A™EERE FoeA F7HA7IE As BRI H(dRR 1.35,
1.09-1.67), A & 918 7 #22 (RR 1.410, 1.09-1.79).

. Risk of Seizure within 28 Days of COVID-19 Vaccination of mRNA-1273 vaccine, Overall
and Stratified by Dose
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No. Event Person-Years IR IRR (95% CD
Risk  Control Risk Control Risk Control IRR LCI UCI

Overall 237 424 140.02 303.50 1.69 1.40 121 1.04 142
1st dose 78 424 55.22 303.50 1.41 1.40  1.01 079 1.29
2nd dose 105 398 54.20 276.38 1.94 144 135 1.09 1.67
3rd dose 54 94 30.60 68.62 1.76 1.37 129 092 1.80
4th dose 0 0 N/A
1st/2nd dose 183 424 109.42 303.50 1.67 1.40 120 1.01 142

Subgroup by Sex
Male 137 267 85.81 184.66 1.60 145 110 090 1.35
Female 100 157 54.21 118.84 1.84 1.32 140 1.09 179

CI, Confidence Interval; IR, Incidence Rate; IRR, Incidence Rate Ratio; LCI, Lower Confidence Interval,
UCI, Upper Confidence Interval
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olslol S151 00
52 Sto]At HiAlo] 7ﬂ° 1.04 (95% CI 0.80-1.33), A]i-HH uR
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BNT162b2
CoronaVac

Wong CKH,
et al.
(2022)2)

}Ol'

AARG71= 2

ol'

s U
s3I wAvo] g21}9 WAl AE 7|23 €Y
JAtRE F&st] Z2U19 H‘“\W\li ul(CoronaVac)z} s}o]&}
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0.92-2.17). 2x} Ao tjst Az} ole] _n__]a Ao Bpaty]
Al 92 (IRR 0.73, 95% CI 0.43-1.25).

CoronaVac
(B
BNT162b2)

Ab Rahman
N, et al.
(2022)3)

e o]A]ofe] WA S SA| A (Malaysia Vaccine
Administration System, MyVAS) Atg & o]&35td I =21}19
HHAl(EFO]AH(BNT162b2),  Al:=¥#(CoronaVac), ©OFAEZpA|Y 7}
(ChAdOx1) ®41) HE § 4o =g of] oldetgute] &
wdS skl Ho}@] SCCS A5 5335 3to|x} WAl AHF
S 21Y4 oy AY =LA [olst FIt X "a*EJO*ODfl (IRR
1.26, 95% CI 1.07-1.48), B& Rfp=2 FE5Y S f I} A&
S (IRR 1.15, 95% CI 0.94-1.42) Xt} 2%t A& § (IRR 1.39,
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BNT162b2
CoronaVac
ChAdOx1

Nunez I, et
al. (2022)%
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743 Ao st 248 4888t & 81,916,351 719] HBAl A&
o] o|FojFor, ol % 53Y9] A4 Felo] LT, 100
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o ':%71] Uehd. 72z WAl FREREE O3y 29s 2
ot 1.73 (0.67-4.44), sto|x} 1.02 (0.64-1.64), 7*A]x 1.01
(0.34-2.96), ~2=E1]3 0.69 (0.27-1.77), ot AE=tAIUZ} 0.55
(0.36-0.83), Alx=HE 0.28 (0.11-0.71). Al] YF¥ == ArFEA|
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BNT162b2

mRNA-1273

Ad5-nCoV
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ChAdOx1
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et al.
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seizure and COVID-19 vaccinations: A self-controlled case-series study. Epilepsia. 2022:63(12):3100-10.
2) Wong CKH, Lau KTK, Xiong X, Au ICH, Lai FTT, Wan EYF, et al. Adverse events of special interest
and mortality following vaccination with mRNA (BNT162b2) and inactivated (CoronaVac) SARS-CoV-2
vaccines in Hong Kong: A retrospective study. PLoS Med. 2022:19(6):e1004018.
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Inter- Low-
Strong mediate Inter- Weak Lacking
mediate

F219 wAlD G/ gAre] gt b Z1Ao] disiAle dAIZEA] E8 Al uF gla.
(Lacking)
. High Moderate
. High (decreased Moderate (decreased .. .
(1n01jeased risk or no (mcreased risk or no Limited Insufficient
risk) effect) risk) effect)
A BT | ggold s ARE sfolal WAl cis] golotA] e ATE BeloLl WejolA]
ofol x| 4T ATL Gol5t Frbe T B ATAAL sfolals uEste] HviA
o2 golstr] ge ATE Hof, TH9 WAL A /AA WA o] ofsbA 2717}

Qb Bt

(CS) Evidence convincingly supports a causal relationship

AL QS HEY A ReAY

(FA) Evidence favors acceptance of a causal relationship
247 QAuA] 282 M5

(I) Evidence is inadequate to accept or reject a causal relationship
A7t AdzEAle AL Apebld) RAEY

(FR) Evidence favors rejection of a causal relationship
27} AatAe) Ane M

A7 Woh Aol st Wl Ans STl WA galAtel Ay Wb meYY
2 Hgslge o, TRUH9 WA FA/ TR AT FARRAE B0 2
M AA S AASHAY AHXSH7of EAAE(Evidence is inadequate to accept or

reject a causal relationship)2 H7}g& 4 9l&.
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