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ICD-10 code | (G51.8) tHAIZ 2] Z1E} Aol (Other disorders of facial nerve)
(G51.9) AAlE 2] ot Al Aol (Disorders of facial nerve, unspecified)
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Actual and ARIMA-Estimated Incidence of Facial Palsy Cases, 2013 - 2022
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A £ 3] AL HE A A% AF 14

2. (Moderna) 23] 28
S22 E b g-ol A E gAY 7HOxford University- )
23] 4~125
AstraZeneca)
¢kFAl(Johnson&Johnson’ s Janssen) 13 -
g} o] z}-1}o] ¢ 3l H] =Z(Pfizer-BioNTech) 23] 21 (~42¢)
=19 ~(Novavax) 23] 21

-2 ApoAE =219 WA AE F 289 oY (1-289) 49 FL olgle o8B
o RS Bx F FAWOL AAVHE Y B3, 5D PAAS 2HZE AP
o we BAE AN B4 BAE FolF

(G51.0) W oln] (Bell” s Palsy)
(G51.8) et A7 o] 71} Aol (Other disorders of facial nerve)
(G51.9) A= o] kA7 Aol (Disorders of facial nerve, unspecified)
ZH 2ol x4 ATC code
(HO2AB01) betamethasone, (H02AB02) dexamethasone,
(H02AB04) methylprednisolone, (H02AB06) prednisolone, (HO2AB08) triamcinolone,
(HO02AB09) hydrocortisone, (H02AB13) deflazacort

- oA wkE] AL outcomeol| E3EA LS

6) A7AA 2 FAEE
(O SCCS(Self-Controlled Case Series Study)
- Abdoell AAg #F F3 ol 5A o) dHbSo] AT FAtoA ZE2 U9 A F
S 93 FAAY B o) dRkEe WAEYN #F 7| 1 A9 7S ALY U
A iz 1oAY EA o] dNkeY] YA ES st
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Risk interval: 1 to 28 days Control interval

Dose 1
Day 0
A. Case 1
>
1 28 Time
(2402 == 2022.10.31)
Dose 1 Dose 2
Day 0 Day X
B. Case 2 l
>
1 Xf1 XTZS Time
' Y ‘ (240 == 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
- Bl xgE dni] Ag @4 A8, 48§ ATFAE S B4 e JEEA
s Ll

O ¥xa EX(Primary analysis)
- SCCS d74AIE 7Ivte 2 =R FolF JARAE ol&st AWHET § AF7¢
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o]z} E2(Secondary analysis)
- A2 BA HF 2AFE et HAnH] TAES E435 A5

O &% H4J(Subgroup analysis)
- QFATMH] Y2 HE I 54 of A
A FEe v 3

O <tHupe] DAY ZREY 71 H 2o FFHe WAFTH ¢ FolA, Bou, R4, of~
EgiAY 7}, =ups

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

@ 714 A3 . Fu x| <5=(Charlson Comorbidity Index) 5% o]4=} 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

@ A3 A s AZEYG AR g5 WA

® A4

O W= E2(Sensitivity analysis)
BAolA 9387170 dolE HFE I 1-14¥Y, 1-429=2 Ao FZZ2U19 o
T 3 =73 b Pl A kvl e 3PS AHES
B4 A gz g JAFHTE F tdvkH Jg & 79 oy AMEE 3k
AoJate] A2 U9 ARHFT F HE7IF v AP F2TolA hHuE o 9 F S

- U BN HOR HY ATHE F LZUHI PFAF ol 909 sIgke] ==
W19 FAArE A9t ZEUY aEAHE F =TI ol 9@ Tarel A rvnpu
o] 9P e HEY

- g BN teR gd ATHY F EvhE g ojd =19 FEAE A
Sstel TEUNY GPIHE F ol2T Ol SATIrA b 9@ A&
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2) ¥84%

D A7ddA A=
- 2021d 29 26¥HE 20229 3€ 1 %J Aol Z2U19 WAl 12 HE 9 IAHAH(E
AET 71 7]+ 184 o A<l & 2021 29 26¥¢ HE 2022@ 10€ 31¥€ Alolq
AtHPH & e ¥ /\Eﬂio]E S e 3= 56,467 0] A=
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219 HA 12 HF E
(N=44,564,345)
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2119 B4 12 HF A 184 o]l &Rt
(N=42,155,198)

Y HAA W FEEe(FEH) IAd + ZEHZ0lE A BHE &
(N=56,467)

A &) 7]

el (N=1,079
4N (N=0)
94 %A (N=125)

o) Ao 23] o] HF (N=227)

F AF 715 §lo] 24 AF 7|50 E4 N0
4 1% 1% glol 31 1% 7159 24 N-0
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22119 A 12 HFEA F A T2 dd FIAPAA Wl AvHIEEE) g +
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(N=55,036)

HF A7 A
(N=15,742)

9. Selection of study participants
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A, A 5 ATANEE B4 atE N ERAe F9F

AgTrol hEvhulzl AT BApe thzprel hEvhulzl AT Bate] AP
o1 54 9 orEASEe BAHCR fe)@ Holrt YeA A% MFE t-test,
3 WsE AAFARE ol g3l AL

A 1zbel erwvkuls BAR 52117 BEUelE 531HMA0M, taTtel B
10,5315 9] Fkoli 52892, AB7Ikel ehdnhu] WAF 52119 F 50-594]
ol 7b wkw 804 ol ol b HYowl, hzsiztel AR 105319 F 50-59
AZE h Bk 804 ol 2ol MY AU

Ad71zbel R 7 AR 52119 T 45.3%= Aol o, tixr|tel A
3

A7zl kdwiuzE TR 521198 F olmgFo AT 3.2%=% thx7]3tel 24

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

Risk Window Control Window
N % N % ’
Total 5211 100 10531 100.0
Age, years (mean, SD) 53.1 15.9 52.8 16.0 0.3147
18-29 506 9.7 1005 9.5 0.1587
30-39 597 11.5 1310 12.4
40-49 990 19.0 1955 18.6
50-59 1204 23.1 2472 23.5
60-69 1099 21.1 2176 20.7
70-79 599 11.5 1113 10.6
80+ 216 4.1 500 47
Sex
Male 2849 54.7 5938 56.4 0.0417
Female 2362 45.3 4593 43.6

Health insurance type
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NHI 5045 96.8 10170 96.6 0.4262
Medical aid 166 3.2 361 3.4

Region of residence

Metropolitan 3485 66.9 7020 66.7 0.7853
Rural 1726 33.1 3511 33.3
Comorbidities
CCI (mean, SD) 1.3 1.8 1.3 1.7 0.054
CCI <5 4866 93.4 9896 94.0 0.1488
CCI >=5 345 6.6 635 6.0
Myocardial infarction 41 0.8 115 1.1 0.0689
Congestive heart failure 164 3.1 383 3.6 0.1144
Peripheral vascular disease 620 11.9 1139 10.8 0.0424
Cerebrovascular disease 315 6.0 696 6.6 0.1742
Dementia 198 3.8 366 3.5 0.3031
Chronic pulmonary disease 676 13.0 1408 13.4 0.4886
Rheumatic disease 137 2.6 301 2.9 0.4107
Peptic ulcer disease 848 16.3 1634 15.5 0.2199
Mild liver disease 1105 21.2 2179 20.7 0.4553
Diabetes mellitus 1190 22.8 2236 21.2 0.0217
Diabetic complications 337 6.5 665 6.3 0.0289
Hemiplegia or paraplegia 20 0.4 56 0.5 0.2076
Renal disease 110 2.1 222 2.1 0.9906
Cancer 258 5.0 455 4.3 0.0734
Serious liver disease 15 0.3 21 0.2 0.2743
Solid/metastatic tumor 22 0.4 32 0.3 0.2322
HIV infection 1 0.0 6 0.1 0.29

CCl, Charlson Comorbidity Index Score; HIV, Human Immunodeficiency Virus; NHI, National Health
Insurance; SD, standard deviation
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. Distribution of COVID-19 Vaccines, Stratified by Dose and Exposure Windows

Risk Control b
Window Window
First dose type 0.0075
Pfizer-BioNTech 2626 5158
Novavax 0 0
Moderna 789 1636
Janssen 134 373
AstraZeneca 1662 3364
Second dose type <0.0001
Pfizer-BioNTech 2692 5614
AstraZeneca 242 514
Moderna 24 30
Pfizer-BioNTech 2426 5070
Novavax 11 4
Moderna 3 0
Pfizer-BioNTech 8 4
Moderna 685 1568
Moderna 685 1568
AstraZeneca 1362 2793
AstraZeneca 1362 2793
Not vaccinated 460 552
AstraZeneca 58 o7
Janssen 134 373
Moderna 76 38
Pfizer-BioNTech 192 84

_13_



Third dose type
Pfizer-BioNTech

Novavax

Moderna

Janssen

Not vaccinated

Fourth dose type
Pfizer-BioNTech

Not vaccinated

AstraZeneca
Moderna
Pfizer-BioNTech
Not vaccinated

Moderna
Pfizer-BioNTech

AstraZeneca
Moderna
Pfizer-BioNTech
Not vaccinated

Not vaccinated

AstraZeneca
Janssen
Moderna
Novavax
Pfizer-BioNTech
Not vaccinated

Moderna

Pfizer-BioNTech

Janssen
Moderna
Novavax
Pfizer-BioNTech

Not vaccinated

2276

26
356
31
1863

22

15
1315

812
395
18
90

1596
194

292
11
796
342

5206

1314
22
2272
1596

<0.0001

4309

68
660
38
3543

16

11
2605

1519
793
18
275

3596
614

732

2042
204

0.6183

10525

2603
16
4305
3596
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(4) o]z #24(Secondary analysis)

- Z2U19 WA HF ArE 1 kdrk] B ES 24 A9, Z2Y19 B 1%
HE olF 289 @ FZtelA IRR (95% CD2 1.04(0.99-1.100= YEepror, 21419 ¥
Al 22 HE olF 28Y @A IRR (95% CD2 1.07 (1.02-1.12)2.2 FASH . =
2U19 A 32k HFo] g, WAl HF olF 289 AP RelA IRR (95% CD& 1.01
(0.95-1.08)= FAZ FoAol Aretxlon, Z2U19 WAl 43 HF olF 289 A3
o A1 IRR (95% CD-2 $1gF3tollAl Ag kv o] flo], [RR 4t&Eo] &7+
TS, 21419 WAl 123 HF o] % 289 ATl Al RR (95% CD-2 1.08 (1.04-1.12)
2 FYsHA @S ST AR UER

. Risk of Facial Palsy 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 5211 10531  3148.83  7143.04 1.65 1.47 112 1.09 1.16

1st dose 1844 10531 1198.58  7143.04 1.54 1.47 1.04 099 1.10

2nd dose 1931 8772 1172.89  5684.57 1.65 1.54 1.07 102 1.12

3rd dose 1436 1914 777.02  1047.12 1.85 1.83 1.01 095 1.08
4th dose 0 0 N/A

1st/2nd dose 3775 10531 237147  7143.04 1.59 1.47 1.08 1.04 1.12

Cl, Confidence Interval; IR, Incidence Rate; IRR, Incidence Rate Ratio; LCI, Lower Confidence Interval,
UCI, Upper Confidence Interval
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(5) &21%F #4J(Subgroup analysis)

- Aol Aeoldl AOFQ WAFF, wAHET AR, AE, d
A, 71AAZ S e Z2UH9 WAl HE olE IS

13 QtArH] YA E-S B 5

< 2y Z2Y9 BAE U3 THRE JT WU B, = 2
28 Y77 A IRR (95% CD2 1.14(1.10-1.199=2 yepgom, 2 ZF 3k Ho|zk
O WL FTFE AT BUE A Z2U19 WA HF o] 28Y AP
(95% CD2 1.08 (1.01-1.1HE Yehd. ¢ #|WA T/ 5, ZEOUE B Aol T 0t
< AT ZEUW9 WA HF o]F 289 AP RtAlA IRR (95% CD2 1.06 (0.97-1.16)=
frofstA] ekgkom, kAl MAlS HE WS A ZEU9 WA HF olF 289 AH
TZE A IRR (95% CD2 3.22 (1.85-5.6002 7} =41 UEL.

- 3l mRNA 33 7|9k 324419 WAl HE igks A Z=2U19 #WA HE ol%
289 &7kl IRR (95% CD< 1.11(1.07-1.15=2 YEeEFF O™, mRNA ZYEFo| ofd
219 WMAS HFE WS A ZEU9 B HF o]F 289 A@FIrelA IRR
(95% CD2 1.37(1.19-1.59= velts-

jud)

3. Risk of Facial Palsy within 28 Days of COVID-19 Vaccination, Stratified by Vaccine Type

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

Vaccine Type (1

Homologous 3580 7392  2136.85 5046.89 1.68 1.46 1.14 110 1.19
Pfizer-BioNTech 2588 5126  1543.43 3504.08 1.68 1.46 115 1.09 1.20
AstraZeneca 250 666 133.19  463.54 1.88 1.44 1.31  1.13 1.52
Moderna 722 1561 454.88 1045.60 1.59 1.49 1.06  0.97 1.16
Janssen 20 39 5.37 33.67 3.73 1.16 322 185  5.60
Novavax 0 0 N/A

Heterologous 1631 3139 1011.98 2096.15 1.61 1.50 1.08 101 1.14

Vaccine Type (2)

=] mRNA 4941 9826  3010.28 6645.83 1.64 1.48 111 1.07 1.15
mRNA only 3380 6774  2031.18 4619.93  1.66 1.47 1.14  1.09 1.18
mRNA+Others 1561 3052 979.10 202590 1.59 1.51 1.06  1.00 1.12

Non-mRNA 270 705 138.55  497.21 1.95 1.42 1.37  1.19 1.59

Cl, Confidence Interval; IR, Incidence Rate; IRR, Incidence Rate Ratio; LCI, Lower Confidence Interval,
UCI, Upper Confidence Interval
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- d”ol weh ddrhH] TARIE FARRCH, Yo7t 30-39411 el A IRR (95% CDel
1.20 (1.09-1.32)= 7H =tow, 7Hd e A& 50-594] o= IRR (95% CDe]
1.06 (0.99-1.13)A} =

- Al tiRk 205 49 A3 A EA BTl Fofm kvl 9ol B
H (RR (95% CD, «43: 1.18(1.12-1.24); ‘#43: 1.08 (1.03-1.13)).

. Risk of Facial Palsy 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
18-29 506 1005 296.63 693.22 1.71 1.45 1.18 1.06 1.31
30-39 297 1310 345.53 907.82 1.73 1.44 1.20 1.09 1.32
40-49 990 1955 579.31 1347.76 1.71 1.45 1.18 1.09 1.27
50-59 1204 2472 760.05 1647.95 1.58 1.50 1.06 0.99 1.13
60-69 1099 2176 683.97 1453.30 1.61 1.50 1.07 1.00 1.15
70-79 599 1113 351.39 760.24 1.70 1.46 1.16 1.05 1.29
80+ 216 500 131.96 332.74 1.64 1.50 1.09 0.93 1.28
Sex
Male 2849 5938 1766.69  3981.28 1.61 1.49 1.08 1.03 1.13
Female 2362 4593 1382.14  3161.77 1.71 1.45 1.18 1.12 1.24

Cl, Confidence Interval; IR, Incidence Rate; IRR, Incidence Rate Ratio; LCI, Lower Confidence Interval,
UCI, Upper Confidence Interval
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1.23);

(IRR (95% CD, 9= w4: 1.03(0.86-

. Risk of Facial Palsy within 28 Days of COVID-19
Type and Region

%}

of thet ATIF B4 Ay Main analysiset

ikl B ] B R s B B R
3 el fefsfiord 287t e
1.13 (1.09-1.16)).

Vaccination, Stratified by Insurance

No. Event Person-Years R IRR (95% CD
Risk Control  Risk  Control Risk Control IRR LCI UCI
Insurance Type
Health insurance 5045 10170 3043.69 6908.08 1.66 1.47 113 109 1.16
Medical aid 166 361 105.15  234.96 1.58 1.54 1.03 086 1.23
Region
Metropolitan 3485 7020 2099.87 4770.18 1.66 1.47 113 1.08 1.17
Rural 1726 3511 1048.96 2372.86  1.65 1.48 111 1.05 1.18

CI, Confidence Interval; IR, Incidence Rate; IRR, Incidence Rate Ratio; LCI, Lower Confidence Interval,

UCI, Upper Confidence Interval

- ¥ R 4=(Charlson comorbidity index)oll wehA 5% wjwkel 74-¢- IRR (95% CDo] 1.12
(1.08-1.16), 5% o]/d<l 4% 1.19(1.04-1.35)Z & =#o|7F gAs. T3, & 7|A &xF
A FFol e FELS £ Ay, Fou|g 2polr BEEA Fks

. Risk of Facial Palsy within 28 Days of COVID-19 Vaccination, Stratified by Comorbidities

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

Charlson Comorbidity Index

<5 4866 9896 2948.41  6705.30 1.65 1.48 1.12 1.08 1.16

=5 345 635 200.43 437.75 1.72 1.45 1.19 1.04 1.35
History of Myocardial Infarction

No 5170 10416 3116.56  7073.48 1.66 1.47 1.13 1.09 1.17

Yes 41 115 32.28 69.57 1.27 1.65 0.77 0.54 1.10
History of Congestive Heart Failure

No 5047 10148 3037.79  6896.91 1.66 1.47 1.13 1.09 1.17
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Yes 164 383 111.04
History of Peripheral Vascular Disease

No 4591 9392 2790.82

Yes 620 1139 358.01
History of Stroke

No 4896 9835 2942.02

Yes 315 696 206.81
History of Dementia

No 5013 10165 3038.40

Yes 198 366 110.43
History of Chronic Pulmonary Disease

No 4535 9123 2727.53

Yes 676 1408 421.30
History of Rheumatic Disease

No 5074 10230 3060.15

Yes 137 301 88.68
History of Peptic Ulcer Disease

No 4363 8897 2637.37

Yes 848 1634 511.46
History of Mild Liver Disease

No 4106 8352 2474.94

Yes 1105 2179 673.89
History of Diabetes Mellitus

No 4021 8295 2441.09

Yes 1190 2236 707.74
History of Diabetic Complications

No 4834 9866 2936.03

Yes 377 665 212.80
History of Hemiplegia/Paraplegia

No 5191 10475 3133.70

Yes 20 56 15.13
History of Renal Disease

No 5101 10309 3081.30

Yes 110 222 67.53

History of Cancer

246.13

6353.69
789.36

6692.42
450.62

6886.86
256.18

6209.38
933.66

6944.08
198.96

6021.89
1121.15

067221
1470.84

9615.50
1527.55

6678.14
464.90

7108.81
34.23

6993.62
149.43
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1.48

1.65
1.73

1.66
1.52

1.65
1.79

1.66
1.60

1.66
1.54

1.65
1.66

1.66
1.64

1.65
1.68

1.65
1.77

1.66
1.32

1.66
1.63

1.56

1.48
1.44

1.47
1.54

1.48
1.43

1.47
1.51

1.47
1.51

1.48
1.46

1.47
1.48

1.48
1.46

1.48
1.43

1.47
1.64

1.47
1.49

0.95

111
1.20

1.13
0.99

1.12
1.26

1.13
1.06

1.13
1.02

1.12
114

1.13
111

1.12
1.15

1.11
1.24

1.12
0.81

1.12
1.10

0.79

1.07
1.09

1.09
0.86

1.08
1.06

1.09
0.97

1.09
0.83

1.08
1.05

1.09
1.03

1.07
1.07

1.08
1.09

1.09
0.48

1.09
0.87

1.14

1.15
1.32

1.17
1.13

1.16
1.49

1.17
1.17

1.16
1.25

1.16
1.24

1.17
1.19

1.16
1.23

1.15
141

1.16
1.36

1.16
1.38



No 4953 10076  3002.51  6823.69 1.65 1.48 112 1.08 1.16

Yes 258 455 146.32 319.35 1.76 1.42 1.24 1.06 1.44
History of Serious Liver Disease

No 5196 10510 3141.33  7127.18 1.65 1.47 1.12 1.08 1.16

Yes 15 21 7.50 15.86 2.00 1.32 1.51 0.79 2.90
History of Solid/Metastatic Tumor

No 5189 10499 3138.19  7118.44 1.65 1.47 1.12 1.08 1.16

Yes 22 32 10.64 24.61 2.07 1.30 1.59 0.90 2.80
History of HIV Infection

No 5210 10525 3146.79  7138.98 1.66 1.47 1.12 1.09 1.16

Yes 1 6 2.05 4.07 0.49 1.47 0.33 0.04 2.66

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

(6) M7= E2A(Sensitivity analysis)
A FS 1~28Y oA 1~14¢Y, 1~42¥ 2 HoJdh A Addnpy] AL B
_]

. Risk of Facial Palsy 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 5211 10531 3148.83  7143.04 1.65 1.47 112 1.09 1.16
1st dose 1844 10531 1198.58  7143.04 1.54 1.47 1.04 099 1.10
2nd dose 1931 8772 1172.89  5684.57 1.65 1.54 1.07 102 1.12
3rd dose 1436 1914 777.02 1047.12 1.85 1.83 1.01 095 1.08
4th dose 0 0 N/A

1st/2nd dose 3775 10531 2371.47  7143.04 1.59 1.47 1.08 1.04 1.12
Sensitivity (1-14 days)

Overall 2779 12963 1622.44  8719.20 1.71 1.49 115 111  1.20
1st dose 1045 12963 629.74 8719.20 1.66 1.49 112 105 119
2nd dose 999 10379 589.53 6662.31 1.69 1.56 109 102 116
3rd dose 735 2615 402.91 1432.68 1.82 1.83 100  0.92 1.08
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4th dose 0 0 N/A
1st/2nd dose 2097 12963 1306.39  8719.20 1.61 1.49 1.08 1.03 113
Sensitivity (1-42 days)

Overall 7314 8428 4508.47  5833.17 1.62 1.44 112 109 1.16
1st dose 2454 8428 1622.11  5833.17 1.51 1.44 1.05 1.00 1.09
2nd dose 2817 7307 1766.45  4802.68 1.59 1.52 1.05 1.00 1.09
3rd dose 2043 1307 1119.56 715.94 1.82 1.83 1.00 093 1.07
4th dose 0 0 N/A

1st/2nd dose 9271 8428 3388.57  5833.17 1.56 1.44 108 104 111

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

- chivul @A F 7Y ol Ald Tash m2uH9 WAl HE ol d WY F =Ry
19 7 olelo] gl Fh, Qhevh] WA oW LMY ZY olFo] Ut BAE A
9% WA B4, oEni & wrlEn FHY NEE BH ARAE B 243
FAE ATE Hel, B B FAFE HolF,

Q9 @ eA WEoR oA, Z2HIsH =g FulodaAE BAC AW
e WA BAY NPT BHAAE B BN3 fA% A9E Bgou, F34
bE B s ot /b8 2e By

. Risk of Facial Palsy Following COVID-19 Vaccination that Varied the Study Population

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

Risk Control Risk Control Risk Control IRR LCI UCI

Primary (1-28 days)

Overall 5211 10531 3148.83  7143.04 1.65 1.47 112 1.09 116
1st dose 1844 10531 1198.58  7143.04 1.54 1.47 1.04 099 110
2nd dose 1931 8772 1172.89  5684.57 1.65 1.54 1.07 102 112
3rd dose 1436 1914 777.02 1047.12 1.85 1.83 1.01 095 1.08
4th dose 0 0 N/A
1st/2nd dose 3775 10531 2371.47  7143.04 1.59 1.47 1.08 1.04 1.12

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

Overall o211 10530 3148.70  7142.88 1.65 1.47 112 109 1.16
1st dose 1844 10530 1198.53  7142.88 1.54 1.47 104 099 1.10
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2nd dose
3rd dose
4th dose
1st/2nd dose

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

Overall
1st dose
2nd dose
3rd dose
4th dose
1st/2nd dose

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

Overall
1st dose
2nd dose
3rd dose
4th dose
1st/2nd dose

1931
1436
0
3775

5211
1844
1931
1436
0
3775

5211
1844
1931
1436
0
3775

8771
1914
0
10530

10531
10531
8772
1914
0
10531

10528
10528
8770
1912
0
10528

1172.81
777.02

2371.34

3148.83
1198.58
1172.89
777.02

2371.47

3045.38

1154.23

1128.33

762.48

2282.56

o684.41
1047.12

7142.88

7143.04
7143.04
5684.57
1047.12

7143.04

6976.13

6976.13

9032.14

1031.94

6976.13

1.65
1.85

1.59

1.65
1.54
1.65
1.85

1.59

1.71

1.60

1.71

1.88

1.65

1.54
1.83

1.47

1.47
1.47
1.54
1.83

1.47

1.51

1.51

1.59

1.85

1.51

Sensitivity (Inpatients or Emergency department settings of outcome)

Overall
1st dose
2nd dose
3rd dose
4th dose
1st/2nd dose

1723
641
651
431
0
1292

3019
3019
2489
494
0
3019

1003.90
383.74
373.06
246.94

756.80

2127.97
2127.97
1642.27
279.84

2127.97

1.72
1.67
1.75
1.75

1.71

1.42
1.42
1.52
1.77

1.42

1.07
1.01
N/A
1.08

1.12
1.04
1.07
1.01
N/A
1.08

1.13
1.06
1.08
1.02
N/A
1.10

1.21
1.18
1.15
0.99
N/A
1.20

1.02
0.95

1.04

1.09
0.99
1.02
0.95

1.04

1.10
1.01
1.03
0.95

1.06

1.14

1.08

1.06

0.87

113

Sensitivity (Individuals prescribed corticosteroid and antiviral medication simultaneously)

Overall
1st dose
2nd dose
3rd dose

4th dose
1st/2nd dose

1658
616
634
408

0
1250

3064
3064
2516
511

0
3064

934.49
3598.07
346.90
229.38

704.97

2149.71
2149.71
1656.02
285.73

2149.71
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1.77
1.72
1.83
1.78

1.77

1.43
1.43
1.52
1.79

1.43

1.24
1.21
1.20
0.99
N/A
1.24

1.17
1.11
1.10
0.87

1.16

1.12
1.08

1.12

1.16
1.10
1.12
1.08

1.12

1.17
1.11
113
1.09

1.14

1.28
1.28
1.26
1.12

1.29

1.32
1.32
1.31
1.13

1.33



Sensitivity (Individuals with cases as Bell’ s palsy diagnosis only)

Overall 4909 9897 2956.02  6721.93 1.66 1.47 113 1.09 117
1st dose 1726 9897 1127.05  6721.93 1.53 1.47 1.04 099 1.09
2nd dose 1831 8259 1102.05  5343.34 1.66 1.55 1.08 1.02 1.13
3rd dose 1352 1788 726.58 980.16 1.86 1.82 1.02 095 1.09
4th dose 0 0 N/A
1st/2nd dose 3557 9897 2229.10  6721.93 1.60 1.47 1.08 104 1.13

Cl, Confidence Interval; IR, Incidence Rate; IRR, Incidence Rate Ratio; LCI, Lower Confidence Interval,
UCI, Upper Confidence Interval
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- ‘£°§ﬁ£ T )
Princini N Post-infectiono] & CNS demyelinating diseasett GBS Vaccinationdl
rincipi N, L _ _ accination
1 ot ZI 5°] molecular mimicry@/o]l oJsl YWy shx0] 015 mutommune
(2020)1) vaccination© 2 Qlsf I3t A7} autoimmune =
responses E35f AR ZAFS dRAIA|Z 4 Qe response
Murakami S, . . .
2 t al Herpes simplex virus type 1 virus®] latent
et a '
(1997)2) infection© 2 QI35 ¥A¥gr &~ 9o,
Koski CL GBS& 3 secondary immune-mediated response®
oski
3 1992)3) QI5l facial nerve?] segmental demyelination©]
( ) gFASH
=2'oo-
Dong Y, o .
4 tgl Inactivated virus vaccine tHeFst viral antigen&
et a
oo | EESTE oS chud Weweg fud & 9lg

1) Principi N, Esposito S. Do Vaccines Have a Role as a Cause of Autoimmune Neurological Syndromes?
Front Public Health. 2020:8:361.

2) Murakami S, Mizobuchi M, Nakashiro Y, Doi T, Hato N, Yanagihara N. Bell palsy and herpes simplex
virus: identification of viral DNA in endoneurial fluid and muscle. Ann Intern Med. 1996;124(1 Pt
1):27-30.

3) Koski CL. Humoral mechanisms in immune neuropathies. Neurol Clin. 1992:10(3):629-49.

4) Dong Y, Dai T, Wei Y, Zhang L, Zheng M, Zhou F. A systematic review of SARS-CoV-2 vaccine
candidates. Signal Transduct Target Ther. 2020;5(1):237.
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* F= HIRAS VIS FAE AFYANER. ST
Aede AT dife AR Fil ZRUH9
(BNT162b2) uiAlu} ofA EzbA|YZHChAdOx1) H¥HAI
Wots| g met oja] AYshe Yzel wA ol

Patone M, 7}st7] 9ste] SCCS djE 4833k

1 et al. (IRR 1.06, 95% CI 0.90-1.26), ofAEatAY|7HChAdOx1

(2021) (IRR 1.07, 95% CI 0.94-1.21) 1&x}F AF o|& 1¥4-28U oy

sofu] wage] Qojgt ATAe WAEX oot 79 Ao

2 ARHez FAstAS ™. 1A AF olF 152dA 214 9

U sost A8 F7h7F #EE(IRR 1.29, 95% CI 1.08-1.56).

oeh 2 A= AlZIH o= 1AF HEof st Aaet AAE.

S, ofm

re ﬂ@
Loy &M
ox,
2 2 mlo Jor 3 2

==

3}o]AHBNT162b2

==
4

4

==

BNT162b2
ChAdOx1

&3l 2010 1E4FH 2021d 44714

Sato K, et
2 al.
(2021)6)

2 0&2 o

e 0]=9 vaccine adverse event reporting system (VAERS)E
LAYSE or e =
235k Slo]AHBNT162b2) BHAI(ROR 1.84, 95% CI 1.65-2.06)
7 2 (mRNA-1273) (ROR 1.54, 95% CI 1.39-1.70) 2%
olwintu] WS S7H7IE Zoz uYl. olejd Az
COVID-19 3 o]Ao] Q1= 2 IxpMAI S} bl watel u] 25t
2&A(ROR 2.04, 95% CI 1.76-2.36). ctot
£ A7 nefstol Aol golsfof 3.

BNT162b2,
mRNA-1273

Li X, et al.
(2022)N

o ZF o 1X 9rI|H AFeQl F=9 Clinical
Research Datalink (CPRD) Atz % AnQl9] Information
System for Research in Primary Care (SIDIAP) A2 Y-S 0]
835t SCCS A+E st o, A2 1-214= 79
& ofAEZIAYZHChAdOx1) W4l
0.66-0.98: [SIDIAP] 0.92, 0.60-1.33), 3}o]AHBNT126b2) BHAI
(ICPRD] 0.83, 0.61-1.10: [SIDIAP] 0.83, 0.66-1.02), ZCjut
(mRNA-1273) H9HA]l ([SIDIAP] 0.99, 0.54-1.64) 1x} FZ o|=
214 ojyl Huope] 3Ago] Ot foJ3t A2 WEEA 43
2 A9 AR REE 72 EAoA9 case £7F oF 10070 W
ez Ao FAAN A=A AV EAE 4 AS.

IRR  0.81,

ChAdOx1
BNT162b2
mRNA-1273

A AYAR, TIYEE 7182

Walker JL, et

)
al. (2022) (BNT126b2) 141 (IRR 0.89. 95%

VEEA AZ.

< QT AP 40% /1FS EFSHE ARk A2 /15T 37F B
AT A2PL
SCCS dARE 43838k ofAEFAYZHChAdOx1)
1.39, 95% CI 1.27-1.53) 1} AF o]F 4LofA] 28Y ojf &
ope] wgol Qod 94¥ F/h RO, sjolal
0.76-1.03),
(mRNA-1273) 88Al (IRR 0.80, 95% CI 0.24-2.62) 1x} BZ
o5 440|428 ofuf Wopu wge] chgt 9.

ChAdOx1
BNT162b2
mRNA-1273

5) Patone M, Handunnetthi L, Saatci D, Pan ], Katikireddi SV, Razvi S, et al. Neurological complications
after first dose of COVID-19 vaccines and SARS-CoV-2 infection. Nat Med. 2021:27(12):2144-53.

6) Sato K, Mano T, Niimi Y, Toda T, Iwata A, Iwatsubo T. Facial nerve palsy following the administration
of COVID-19 mRNA vaccines: analysis of a self-reporting database. Int J Infect Dis. 2021:111:310-2.

7) Li X, Raventdés B, Roel E, Pistillo A, Martinez-Hernandez E, Delmestri A, et al. Association between
covid-19 vaccination, SARS-CoV-2 infection, and risk of immune mediated neurological events:
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ST HAR9 I=2419 WAl FAF VIS HY ARGV E

AR RS &8oto Z21H19 WAI(A] =8 (CoronaVac)d} 2}0]

AHBNT162b2) ¥WiAl) HE & o8] o] dvrgute] AM/dS H7 | CoronaVac

st7] ste] SCCS AFE 4338 Fjo|A} WAl 1A} FF djd] | (H]uo-:

CoronaVac YAl 1x} AE o]3 21 o]y ®ojy] ¥hAl 2]& o] | BNT162b2)

Qol5tA Z7tstgion] (IRR 1.95, 95% CI 1.12-3.41), 2&F &

Z ol & Al 7t wlopg|o] WA Hp= GOt AjolE UEr

UA] or2 (IRR 0.88, 0.51-1.51).

e =3 olAl gjo|g] A 9l W1 AJAH®! (Clinical Data Analysis
and Reporting System, CDARS)C 2 BB dL ©Hl ot=o] X
AF A% 7152 o]gste =219 WRA(A]:Hi(CoronaVac)at
SFo]XHBNT162b2) HBAl) HE & 424 o]y wHojd] A Y
2 F7tot7] Ysto] 15 E Y SA-t AT AFE 8. 21
2 2XAE" 3YE Foff WA AF #Hope] T YHo o=
H| S 4F&EsiQlon, Alw uwiAl HF S woty] WHAgo] Go|sh
o]al Z717F :AME (OR 2.385, 95% CI 1.415-4.022). 3}o]At
WAl S Hopd] wAgo] [ olst AW/ WAER] ol
(OR 1.755, 95% CI 0.886-3.477) A& ATWAS vjA £
glon] %7} At Wadl

- 53 wAvo 2N WA BF /13T P99 AR
ZLARE E8sto] Z2U19 WAI(A] =¥ (CoronaVac)zt 3}o]
AHBNT162b2) WA) 5 5 wAoju] ynte] Avge Htet
7] 915to] stolat WA AF o3 Wulu|S A2 Fghre $hx}
£ oz 33E U eAb-rjET o % SCCST 4.

SE U #x-tiExg A7 A stolxt WA HEa wofu)

7to] okl Aol yepd (aOR 1.54, 95% CI

12-2.12). AEAL] TE BHHE ZSE U AR
W SCCS AT A1t sto|at WAl 22k HE o] 0-13%U°)

1ol A gi25t7E dju] golgt od 371 EY (aOR

1.41-3.82; IRR 2.44, 1.32-4.50). T}ut, BAEJAE ARA

off WA oFOFS

Agde]yd I2Y19 AE 55 AR qUdgEdESH

- dojgHolA AA AtrdS F&oto] F=21LF19 HRAI

95 5 olmnplo] AT molelr] ojetel ARIMA w | BNT162b2

SCCS A5 438E. ARIMA 2HlS &85t FAoA MAEAY | 1 RNA-1273

8 | o g3 JlegEe] Soulgt Aozt ttn 87| oS

SCCS o= FE 5 28Y o|ujQ] ¢twiunhy] whAio] cjst | AMBCOVZS
folg ABde BY (RR 112, 95% CI 1.09-1.16). 5 & | aq0x]

2, A, AE A0 9 U FAoA 2 A0 Y

& ApATE W

rE
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opf JZ
qu

Wong CKH,
5 et al.
(2022)9)

CoronaVac
BNT162b2

Wan EYF, et
al. (2022)10)

Wan EYF, et
al. (2023)11)
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population based cohort and self-controlled case series analysis. Bmj. 2022;376:e068373.

8) Walker JL, Schultze A, Tazare ], Tamborska A, Singh B, Donegan K, et al. Safety of COVID-19
vaccination and acute neurological events: A self-controlled case series in England using the
OpenSAFELY platform. Vaccine. 2022:40(32):4479-87.

9) 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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10) Wan EYF, Chui CSL, Lai FTT, Chan EWY, Li X, Yan VKC, et al. Bell's palsy following vaccination
with mRNA (BNT162b2) and inactivated (CoronaVac) SARS-CoV-2 vaccines: a case series and nested
case-control study. Lancet Infect Dis. 2022:22(1):64-72.

11) Wan EYF, Chui CSL, Ng VWS, Wang Y, Yan VKC, Lam ICH, et al. Messenger RNA Coronavirus
Disease 2019 (COVID-19) Vaccination With BNT162b2 Increased Risk of Bell's Palsy: A Nested
Case-Control and Self-Controlled Case Series Study. Clin Infect Dis. 2023:76(3):e291-€8.
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AVIA WA E0] o8] dRntulE qusteAlE & LA A Fe. BAHA

R 2 7HR] 7hAdo] AMAIELL Qlon] A Al WAl FFolS ThE 3]
VARSES IRV _ _ i
WA B | plaoure s 229 4 92 5 WRlE WARE o5 WSk cheret Rjurgol
NS FAFORM RAUNE WRTHE TP, Al WAE WA S| HSV-1¢]
FEUYE fuslol AURIE SOULE J1o] SI8. HY viral vector U8
HiAlO] HQ ChOFS Y2 m3tshy Qoo 2 mRNA HiAlof] v|5f iAol =2
7tsAdL 185 E 4 Q2. (Low-intermediate)
. High Moderate
. High (decreased Moderate (decreased e ..
(increased . (increased - Limited Insufficient
risk) risk or no el risk or no
effect) effect)

AAPE 37F L EAP|R] wfet ZAARY Afolg B ofAERpAUL WAlW Ze

Non-mRNA ¥419] 79 sto|at} wrjupsalat ulwste] (MAl A%
Apolof) u] A 2
Orore. B ATolAL 2t WAlo] s Fvboz gojuls
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tll-f‘

. (Moderate - increased risk)

E
15doA 21

< Ad=S B2, mRNA WAlo] disiA s Z2ate] du/dol

dHge B

SUSH A2 Bon, A2Y19 oPHE & tHut| Y T2
o

A3g B}

(CS) Evidence convincingly supports a causal relationship
DA QT HEe QA e

(FA) Evidence favors acceptance of a causal relationship
2771 AntpA el 288 s

(I) Evidence is inadequate to accept or reject a causal relationship
o717t JAIEAE AAFsHAY A RS o] EAESY

(FR) Evidence favors rejection of a causal relationship
A7 QA ARES Hdeet

() ERI7HR] Z2UEAlT} otiapy] 7ho] olupatA| 2 &HAl
27E ojojg Arhdelol o2 datdo M SARoR

[©) =
aT o
WA= SHARE sl 2t =oh dudS HolX] ¢S 2 R oe 71dA

72 ulgdo g F2uUuiAlyl otHopd] 7Ho] oyt AE AjstAlo g 1

2502 M7HEl(So] volel A WEIS 2R WAlo] H).
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