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(Oxford University- AstraZeneca)
¢kAl(Johnson&Johnson” s Janssen) 18] -
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= uk >~ (Novavax) 23] 21
(5) Outcome

- B AFAE ZE2U19 HA HF T 28¥¢ o]y (1~28¥) 57| del UL A F
T e B BAHOE HA/HFS i, 9 WAA W HEFH HA of
Hol &= AFE A4 A3 WA AAE FosA S

¥ 4g/¥Z A ICD-10 code

(G04) <, 49 2L ¥4 (Encephalitis, myelitis and encephalomyelitis)
(G05) g2 &79 ZSA e H4, A+ 2 HH4< (Encephalitis, myelitis and
encephalomyelitis in disease classified elsewhere)

= &4l HAL procedure code
(C8000) >4~} Z AHCerebrospinal fluid test)

6) ATAA 2 AU
(O SCCS(Self-Controlled Case Series Study)
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A. Case 1

B. Case 2

C.Case 3

D. Case 4

E.Case 5
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Risk interval: 1 to 28 days

Control interval

O Y= B4 (Primary analysis)
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O o]z #4(Secondary analysis)
- Z2U19 W2 HFE AFE st HY/HF 2AANE EAEAS
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O &% H4J(Subgroup analysis)
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@ 714 A3 . Fu4 x| 9=(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
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9. Selection of study participants
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¥. Baseline Characteristics of Encephalitis Cases Administered with COVID-19 Vaccines,
Stratified by Exposure Windows

Risk Window Control Window
N % N % i
Total 251 100 045 100.0
Age, years (mean, SD) 56.9 18.0 56.3 18.8 0.722
18-29 33 13.1 72 13.2 0.342
30-39 12 4.8 40 7.3
40-49 30 12.0 71 13.0
50-59 46 18.3 92 16.9
60-69 67 26.7 109 20.0
70-79 43 17.1 110 20.2
80+ 20 8.0 ol 9.4
Sex
Male 145 57.8 292 53.6 0.270
Female 106 42.2 253 46.4
Health insurance type
NHI 235 93.6 513 94.1 0.782
Medical aid 16 6.4 32 5.9



Region of residence

Metropolitan 182 72.5 376 69.0 0.314
Rural 69 27.5 169 31.0
Comorbidities
CCI (mean, SD) 2.0 2.6 1.9 2.3 0.771
CCI <5 219 87.3 479 87.9 0.799
CCI >=5 32 12.7 66 12.1
Myocardial infarction 5 2.0 4 0.7 0.119
Congestive heart failure 17 6.8 36 6.6 0.930
Peripheral vascular disease 36 14.3 83 15.2 0.744
Cerebrovascular disease 36 14.3 64 11.7 0.304
Dementia 22 8.8 51 9.4 0.788
Chronic pulmonary disease 50 19.9 112 20.6 0.837
Rheumatic disease 9 3.6 32 5.9 0.175
Peptic ulcer disease 40 15.9 101 18.5 0.373
Mild liver disease 63 25.1 129 23.7 0.661
Diabetes mellitus 57 22.7 141 25.9 0.338
Diabetic complications 20 8.0 50 9.2 0.577
Hemiplegia or paraplegia 4 1.6 11 2.0 0.682
Renal disease 8 3.2 30 5.5 0.154
Cancer 25 10.0 35 6.4 0.079
Serious liver disease 2 0.8 5 0.9 0.866
Solid/metastatic tumor 6 2.4 5 0.9 0.098
HIV infection 1 0.4 0 0.0 0.140

CCl, Charlson Comorbidity Index Score; HIV, Human Immunodeficiency Virus; NHI, National Health
Insurance; SD, standard deviation
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(3) ¥k &4 (Primary analysis)
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(4) o]z #24(Secondary analysis)

- Z2U9 WA HF A4E S HAHST TAES B4 A, 2209 94 ]
AE olF 28Y¢ ATl A IRRE 119 (95% CI, 0.97-14N=Z FTAHZE {2]31X
ko AES wole AFES A

- Z2U19 WA 22k HFE o]F 289 1@ F1telA IRR2 0.96 (95% CI, 0.76-1.2000.2
oug S Holx &Y. 29 WA 33 HFY A9, WAl HF olF 28Y ¥
77 A IRRS 0.92 (95% CI. 0.67-1.28)2 UEMd.

- FE3h I2U9 ®WA 123 FE olF 289 @ 1olA IRR2 1.15 (95% Cl, 0.97-1.36)=

12 4 423k vsskol =

8§ 2L

. Risk of Encephalitis within 28 Days of COVID-19 Vaccination, Overall and Stratified by Dose

No. Event Person-Years R IRR (95% CD
Risk  Control  Risk  Control Risk Control [RR LCI UCI
Overall 251 545 1348  369.3  1.86 1.48 1.26  1.08 147
1st dose 106 545 60.2 369.3  1.76 1.48 119 097 147
2nd dose 87 438 53.2 256.5  1.63 1.71 0.96 0.76 1.20
3rd dose 58 83 21.3 28.2 2.72 2.94 0.92 0.67 1.28
4th dose - - - - - - - - -
1st/2nd dose 193 545 1135  369.3 170 1.48 115 097 136

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)

- ARdell Ao ATEF WMASF, AT A5, AE, 987, ARRAAISHE w29,
ZIAAZ Foll thal Z=2uH9 WA HF o]F AP thRTItolA e HA/H S T
AE-S B SIA .

- BE A5 ZE2Y9 S FYUS SRE HFT WS 4, Z2UH9 HA HEF o]F
28¢ g 7oA IRRS 1.20(95% CI, 1.01-143)°.2 Yelgton, a4 F 3 Holgtx

2 WA FHE HS WS A 1.56(95% Cl, 1.13-2.17°.2 L34 98

- FY W HEA T BE Al okrEgAuzE BAS HE w2 A 229 B4 HE
T 289 A@TNA IRRS 1.49(95% Cl, 1.03-2.192 18-S 771 Aoz Yehd
- w3, mRNA FYE N =9 WS HE 0eke 4% RRS 124(95% CL
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3. Risk of Encephalitis 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 188 458 103.1 3009 1.82 1.52 1.20  1.01 1.43
Pfizer-BioNTech 123 279 69.2 188.0 178 1.48 120 0.96 149
AstraZeneca 44 110 19.7 73.1 2.23 1.50 1.49 1.03 2.15
Moderna 21 62 13.6 36.5 1.54 1.70 091 054 152
Janssen 0 7 0.5 3.4 0.00 2.07 091 054 152
Novavax - - - - - - - - -

Heterologous 63 87 31.7 68.3 1.99 1.27 156 113 217

Vaccine Type (2)

=1 mRNA 207 428 1146 2928 181 1.46 124 1.04 146
mRNA only 146 343 84.0 226.5 1.74 1.51 115 0.94 1.40
mRNA+Others 61 85 30.6 66.3 1.99 1.28 156 112 217

Non-mRNA 44 117 20.2 76.5 2.18 1.53 142 0.99 2.04

Cl, Confidence Interval; IR, Incidence Rate; IRR, Incidence Rate Ratio; LCI, Lower Confidence Interval,
UCI, Upper Confidence Interval
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. Risk of Encephalitis 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 33 72 17.9 514 1.84 1.40 1.31 086  2.00
30-39 12 40 8.9 27.2 1.35 1.47 0.92 047 181
40-49 30 71 17.5 47.1 1.7 1.51 114 073 177
50-59 46 92 24.6 62.3 1.87 1.48 1.27 087 1.83
60-69 67 109 30.7 82.0 2.19 1.33 164 121 224
70-79 43 110 24.9 68.9 1.73 1.60 1.08 076 154
80+ 20 51 10.3 30.4 1.94 1.68 115 069 194
Sex
Male 145 292 74.1 198.4 1.96 1.47 1.33  1.09 1.63
Female 106 253 60.6 170.9 1.75 1.48 118 093  1.49

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

- AHARA FEA AARY FRG Aol U £0F BHe Ao AR 2
[e) 1

ssb FARA EEHYOH, oBFge] el A folshA @e AdE B,

. Risk of Encephalitis 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 235 513 126.2  349.2  1.86 147 127 108 1.48

Medical aid 16 32 8.6 20.1 1.86 159 116 063 217
Region

Metropolitan 182 376 97.0 259.5  1.88 145 130 1.08 155

Rural 69 169 37.8 109.7  1.83 154 119 0.89 159

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

_12_



WA 2] 4=(Charlson comorbidity index) ¥ 714 ¥ 5o w2 31848

Az, RE At IS ATl AR Ao
- 2239 M A ol ¥ES W7 1] e 3 7
o Ak 71Z0] gl A¢(RR 1.94 [95% CI 1.16-3.25D), @Y gk 71Z0] gl& 4
(IRR 3.13 [95% CI, 1.01-9.69]) > </+ S5 24 2ol S7lst=

o off

et

. Risk of Encephalitis 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

<5 219 479 118.7 327.6 1.85 1.46 1.26 1.07 1.49

=5 32 66 16.1 41.7 1.99 1.58 1.26 082 1.92
History of Myocardial Infarction

No 246 541 133.3 365.6 1.85 1.48 1.25 1.07 1.46

Yes 5 4 15 3.7 3.30 1.09 3.02 087 10.43
History of Congestive Heart Failure

No 234 509 126.1 346.4 1.86 1.47 1.26 1.08 1.48

Yes 17 36 8.7 22.9 1.96 1.57 1.25 070 224
History of Peripheral Vascular Disease

No 215 462 115.4 316.4 1.86 1.46 1.28 1.08 1.50

Yes 36 83 194 52.9 1.86 1.57 1.18  0.79 1.78
History of Stroke

No 215 481 118.8 324.6 1.81 1.48 1.22 1.04 1.44

Yes 36 64 16.0 44.7 2.25 1.43 1.57 1.05 237
History of Dementia

No 229 494 123.0 337.0 1.86 1.47 1.27  1.08 1.49

Yes 22 51 11.7 32.3 1.87 1.58 119 072 1.96
History of Chronic Pulmonary Disease

No 201 433 108.5 297.7 1.85 1.45 127 107 1.51

Yes 50 112 26.3 71.6 1.90 1.56 1.21  0.86 1.71
History of Rheumatic Disease

No 242 513 127.6 350.4 1.90 1.46 1.30 111 1.51

Yes 9 32 7.2 18.9 1.26 1.69 0.74  0.36 1.54
History of Peptic Ulcer Disease

No 211 444 110.9 305.1 1.90 1.46 1.31 1.11 1.55

Yes 40 101 23.9 64.2 1.67 1.57 1.06 073 1.55

_13_



History of Mild Liver Disease

No 188 416 101.8 285.1 1.85 1.46 1.27 106 1.51

Yes 63 129 33.0 84.2 1.91 1.53 1.25  0.92 1.70
History of Diabetes Mellitus

No 194 404 100.3 281.5 1.93 1.44 .35 113 161

Yes 57 141 34.5 87.8 1.65 1.61 1.03  0.75 1.41
History of Diabetic Complications

No 231 495 123.0 337.0 1.88 1.47 1.28  1.09 1.50

Yes 20 50 11.8 32.3 1.70 1.55 1.10 064 187
History of Hemiplegia/Paraplegia

No 247 534 132.6 363.1 1.86 1.47 1.27 109 1.48

Yes 4 11 2.2 6.2 1.80 1.78 1.01 030  3.43
History of Renal Disease

No 243 515 128.9 352.4 1.89 1.46 129 110 151

Yes 8 30 5.9 16.9 1.36 1.77 0.76 034 170
History of Cancer

No 226 510 124.9 342.4 1.81 1.49 122 104 143

Yes 25 35 9.9 26.8 2.53 1.30 194 116  3.25
History of Serious Liver Disease

No 249 540 133.5 367.0 1.87 1.47 1.27  1.09 1.48

Yes 2 5 1.3 2.2 1.54 2.24 0.69 013  3.77
History of Solid/Metastatic Tumor

No 245 540 133.0 364.6 1.84 1.48 124 107 145

Yes 6 5 1.8 4.7 3.35 1.07 313 101  9.69
History of HIV Infection

No 250 545 134.6 368.8 1.86 1.48 .26 1.08 1.47

Yes 1 0 0.2 - 4.40 - - - -

Cl, Confidence Interval; IR, Incidence Rate; IRR, Incidence Rate Ratio; LCI, Lower Confidence Interval,
UCI, Upper Confidence Interval
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-2 (Sensitivity analysis)

A Te 12804 1-14U 8 Aold AL Ha/H=
ARG &S JER.

A FHE 1M2U9 2 A7 AS HAHFT HANES

O fo # Ho dy
Hob o o goh |

SR |
429 @7t A IRRe] 1.23 (95% Cl, 1.02-1.48)& <ol F7tst

. Risk of Encephalitis Following COVID-19 Vaccination that Varied the Risk Window Length

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

Primary (1-28 days)

Overall 251 545 134.8 369.3 1.86 1.48 1.26 1.08 1.47
1st dose 106 545 60.2 369.3 1.76 1.48 1.19 097 147
2nd dose 87 438 53.2 256.5 1.63 1.71 096 0.76 1.20
3rd dose 58 83 21.3 28.2 2.72 2.94 092 067 1.28
4th dose - - - - - - - - -
1st/2nd dose 193 545 113.5 369.3 1.70 1.48 1.15 0.97 1.36

Sensitivity (1-14 days)

Overall 131 665 70.2 435.8 1.87 1.53 1.22  1.01 1.48
1st dose 55 665 32.3 435.8 1.71 1.53 1.12 085 1.47
2nd dose 46 505 26.8 293.8 1.72 1.72 1.00 0.74 1.35
3rd dose 30 111 11.1 38.4 2.70 2.89 093 0.62 1.39
4th dose - - - - - - - - -
1st/2nd dose 101 665 59.0 435.8 1.71 1.53 1.12 091 1.39

Sensitivity (1-42 days)

Overall 352 444 191.6 314.3 1.84 1.41 130 1.13  1.50
1st dose 142 444 81.8 314.3 1.74 1.41 1.23  1.02 148
2nd dose 125 373 79.8 222.6 1.57 1.68 094 077 114
3rd dose 85 56 30.0 19.5 2.83 2.88 098 072 134
4th dose - - - - - - - - -
1st/2nd dose 267 444 161.6 314.3 1.65 1.41 1.17  1.00 1.37

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

UCI, Upper Confidence Interval
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3. Risk of Encephalitis Following COVID-19 Vaccination that Varied the Study Population (1)

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

Primary (1-28 days)

Overall 251 545 134.8 369.3 1.86 1.48 1.26  1.08 147
1st dose 106 545 60.2 369.3 1.76 1.48 1.19 097 147
2nd dose 87 438 53.2 256.5 1.63 1.71 096 0.76 1.20
3rd dose 58 83 21.3 28.2 2.72 2.94 0.92 0.67 1.28
4th dose - - - - - - - - -
1st/2nd dose 193 545 113.5 369.3 1.70 1.48 1.15 097 1.36

Sensitivity (Restricting to cases with a diagnosis record at primary position)

Overall 162 317 79.4 223.2 2.04 1.42 144 118 1.75
1st dose 69 317 35.9 223.2 1.92 1.42 1.35 1.04 1.76
2nd dose 53 258 30.9 150.4 1.72 1.72 1.00 0.74 1.34
3rd dose 40 57 12.6 17.2 3.17 3.31 0.96 0.66 1.40
4th dose - - - - - - - - -
1st/2nd dose 122 317 66.8 223.2 1.83 1.42 1.29 1.04 1.60

Sensitivity (Restricting to cases with a prescription record for antiviral, IVIG

steroids on the date of outcome diagnosis)

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

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

or systemic

211 469 115.1 315.6 1.83 1.49 123  1.05 1.46
88 469 51.8 315.6 1.70 1.49 1.14 091 1.44
71 379 45.3 217.8 1.57 1.74 0.90 0.70 1.16
52 79 18.0 24.2 2.89 3.27 0.88 0.63 1.23
159 469 97.06 31562 164 1.49 110 0.92 1.33
Sensitivity (Redefining cases to diagnosis made either in-hospital or emergency department)
251 545 134.8 369.3 1.86 1.48 126 1.08 1.47
106 545 60.2 369.3 1.76 1.48 119 097 147
87 438 53.2 256.5 1.63 1.71 096 0.76 1.20
58 83 21.3 28.2 2.72 2.94 0.92 0.67 1.28
193 545 113.5 369.3 1.70 1.48 115 097 1.36

1st/2nd dose

Cl, Confidence Interval; IR, Incidence Rate; IRR, Incidence Rate Ratio; LCI, Lower Confidence Interval,
UCI, Upper Confidence Interval
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- HEEE B F 7Y o) ARE BAbel 29 WA HE o)A 90
W19 7 ool
AL g R BAAT A E

3. Risk of Encephalitis Following COVID-19 Vaccination that Varied the Study Population (2)

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

Primary (1-28 days)

Overall 251 545 134.8 369.3 1.86 1.48 1.26  1.08 147
1st dose 106 545 60.2 369.3 1.76 1.48 1.19 097 147
2nd dose 87 438 53.2 256.5 1.63 1.71 096 0.76 1.20
3rd dose 58 83 21.3 28.2 2.72 2.94 092 067 1.28
4th dose - - - - - - - - -
1st/2nd dose 193 545 1135 369.3 1.70 1.48 1.15 097 1.36

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

Overall 251 535 133.2 365.9 1.88 1.46 1.29 111 150
1st dose 106 535 59.5 365.9 1.78 1.46 122 099 1.50
2nd dose 87 428 52.5 253.6 1.66 1.69 098 0.78 124
3rd dose 58 82 21.2 28.2 2.73 2.91 094 0.68 1.30
4th dose - - - - - - - - -
1st/2nd dose 193 535 112.0 365.9 1.72 1.46 1.18 1.00 1.40

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

Overall 251 545 134.8 369.3 1.86 1.48 126 1.08 1.47
1st dose 106 545 60.2 369.3 1.76 1.48 1.19 097 147
2nd dose 87 438 53.2 256.5 1.63 1.71 096 0.76 1.20
3rd dose 58 83 21.3 28.2 2.72 2.94 092 067 1.28
4th dose - - - - - - - - -
1st/2nd dose 193 545 1135 369.3 1.70 1.48 1.15 097 1.36

Sensitivity (Excluded individuals with COVID-19 prior to encephalitis diagnosis)

Overall 251 545 128.1 357.7 1.96 1.52 1.29 110 1.50
1st dose 106 545 57.3 357.7 1.85 1.52 121 099 1.50
2nd dose 87 438 50.2 246.4 1.73 1.78 097 0.78 123
3rd dose 58 83 20.6 27.7 2.82 3.00 0.94 0.68 1.30
4th dose - - - - - - - - -
1st/2nd dose 193 545 107.5 357.7 1.80 1.52 1.18  1.00 1.39
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2. HH/=HT AAAE HE

7}, 71383 A (mechanistic evidence) =& 7}

Fikes S R FaU&
| Capard-Zamalloa C, et COVID-1948A] Eo o]& ¥ = A Y1 Interleukin-644-0]
al. (2021)) sulstn SAE0 ANEA SHo] e Bl

2 | Zuhorn F, et al. (2021)2)

ChAdOx1 nCov-19 WAl Fof § & wAHSH 37o|A BT,
AZFHAN YA 71AS AAGHE om A incidenceE
ChAdOx1 nCov-19 ¥4l 0.08/100,000, BNT162b2 14l
0.02/100,0000.2 F7dgt.

3 | Fan H, et al. (2022)3

oUWl o] WS WS FAET WY AR,
L] A 408 U] SARS-CoV spike S1 receptor binding domain
IsGE #+38.

Pothiawala S, et al.

(2023)6)

4 COVID-194#Al} w]odo] At a}t 7182 A|A|5= Letter
(2022)% eLEN UL R: RSl g1t 7] A=
5 Permezel F, et al. COVID-194iA] Eo|S drAist ADEM AR HE 1. A} AFS
(2022)9 YejxasoR este] oulrt 9g
6 Nabizadeh F, et al. COVID-1948A] Eo]S drAist ADEMo] ofjst AAIA Ak

Wy AL B dlEE B

7 | Ancau M, et al. (2022)7)

COVID-194iA] Eo]S drAist AHEMO]| st 3719] AR HE 119}
sh A=l ADEM, AHEM_J incidencegs FA T

Devaraja K, et al.
(2023)8)

AR 7HR] BaE COVID-199Al Fol e 2Aleh WG /g 5ol

dich AAN =dnd.

1) Caparé-Zamalloa C, Alvarez-Toledo K, Yamunaque-Chunga C, Castro-Suarez S, Guevara-Silva E,
Osorio-Marcatinco V, et al. Autoimmune neurology: Co-occurrence of anti-NMDAR encephalitis and

anti-MOG associated disease, report of a case. ] Neuroimmunol. 2021; 358:577663.

2) Zuhorn F, Graf T, Klingebiel R, Schabitz WR, Rogalewski A. Postvaccinal Encephalitis after ChAdOx1

nCov-19. Ann Neurol. 2021; 90(3):506-511.

3) Fan HT, Lin YY, Chiang WF, Lin CY, Chen MH, Wu KA, et al. COVID-19 vaccine-induced encephalitis

and status epilepticus. QIM. 2022; 115(2):91-93.

4) Pothiawala S, deSilva S, Goh S. Caution regarding immune-mediated encephalitis post-COVID-19

vaccination. ] Evid Based Med. 2022; 15(4):352-353.

5) Permezel F, Borojevic B, Lau S, de Boer HH. Acute disseminated encephalomyelitis (ADEM) following

recent Oxford/AstraZeneca COVID-19 vaccination. Forensic Sci Med Pathol. 2022; 18(1):74-79.

6) Nabizadeh F, Noori M, Rahmani S, Hosseini H. Acute disseminated encephalomyelitis (ADEM) following

COVID-19 vaccination: A systematic review. J Clin Neurosci.: 111:57-70.
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. o383 Z7(epidemiologic evidence) &3 7}

_ S
ws | Faug SIS

- 9% FRUI9 APEFSSAaY UY AANYIS 2Y
AteES 285t 219 WAI(SHo]AHBNT162b2], ofAEe}
AYZHChAAOX1]) 18 BF £ H9/H3 2 KA g
ATFL k] sl SCCS ATS 2B,

« 2020 129%E 202191 5971A] o 3HT BEH 5 28
AP ) 282719 HG/HF L HALGo

Patone M, (1009t A& A T 8.77). BNT162b2

1 t al. Caor 5 5
(o |+ OPAEERIUPE WAlel wel/dE @ wmsglol ohek RR|  ChAOXI

¥e 1.07 (95% Cl, 0.87-1.31), sto]&xt WAL 1.14 (95%
ClL, 0.86-1.51)8 EAXNo2 Q0|3 9|3e Ho|x] 3.

o AFATE AMEEF BE oFAEAYI WA FE 2
8~14% 9I3 717t A IRR 1.32 (95% CI, 0.99-1.76), 3}o]x}
WA HE S 22~289 Y PItoAl IRR 1.28 (95% CI,
0.85-1.93)0.2 A& Folx Fo] .

— 0

+ 92 APEFAHLALR(CPRD)S &8olo] 21119 WAl A
5 & yd/usate] AmAS Hrtslr] Yol AlA] e
SRS YR ES vas 7| L$AEse 2017~20194

5 | LiX etal duiol pAlto A HE/u] 5 WEE BAS Eof AHEclRS.

(2022)10 | o A /u]z 7)) WAEELS 105 Q¥ o 7.67, ofAEAY]

7F WA AE S 219 ol ¥IEL 109 QW o 1140

2, 34535 28] = 1.45 (95% CI, 0.80-2.62)2 EA|IAo =2

59]5Hx] orgrot, 9J¥ L ol AH3FS stolsh

oo=2 1w

ChAdOx1

DO\'

. A

N

2 ) 3 HARIRIS Al $Astel 3219
1(3}o]AHBNT162b2], ZHUW{mRNA-1273]) 1/2x} HZ
H/H5S mAT A oS J1EA B AR
ESS =g BNT162b2
020 5E] 2021'd 447HA] 224 19 WA FF52 2 °F | mRNA-1273
A48T Y 5 u/HBS AT shabs 45o|9ls. WS
HE HA/HS AD7HA] ZA™- AIRE2 median 169
-26) o|lon, HAEL2 1009F & oF 297102 Wy,

=]

~

It Hor JE o
I

3 Koh JS, et
al. (2021)11) |

>—le

)

w

o U AR I=2H19 BF 55 AR aUUYEGE T
oo Aot diolEHolA A AtrdS FESH 219 | Ad.26.COV2.S

| covasc M GE § A/ e B 9ol SCCS | g

378 S,
P29 o 3o mE 4 F 289 ol wAIR wo/nE wy a | ChAOXI
2517102, 1008 AE A o LAFL 1.9U0YS mRNA-1273
e L]A/L]E IRRE 1.26 (95% CI, 1.08-1.47)2 A =21}19 4B

7) Ancau M, Liesche-Starnecker F, Niederschweiberer J, Krieg SM, Zimmer C, Lingg C, et al. Case
Series: Acute Hemorrhagic Encephalomyelitis After SARS-CoV-2 Vaccination. Front Neurol. 2022:
12:820049.

8) Devaraja K, Aggarwal S, Singh M. Therapeutic Vaccination in Head and Neck Squamous Cell
Carcinoma-A Review. Vaccines (Basel). 2023; 11(3):634.
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AR

LOEE Faue WA FR
A AE 5 HE/HE 2R g”0] U S seld

© OR2EEAYZE WA FE W2 4 RR2 1.49(95% CI,
1.03-2.15)2 9&8S Z7H]7]= 702 Lehd

© AGoMe FestAl agtoy, F/dolA IRR2 1.47 (95%
CL 1.09-1.63)2 H@/H5 w4 9J8lo] o &g

L
fol
uk

9) 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: 2144-2153.

10) Li X, Raventés B, Roel E, Pistillo A, Martinez-Hernandez E, Delmestri A, et al. Association between
covid-19 wvaccination, SARS-CoV-2 infection, and risk of immune mediated neurological events:
population based cohort and self-controlled case series analysis. Bmj. 2022: 376:e068373.

11) Koh JS, Hoe RHM, Yong MH, Chiew HJ, Goh Y, Yong KP, et al. Hospital-based observational study of
neurological disorders in patients recently vaccinated with COVID-19 mRNA vaccines. ] Neurol Sci.
2021 Nov 15;430:120030.
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- 93 5EFAA ZEU9 WA HeEnd PV B4 Z2ESFS e, 94
AY3e] HE F HAF 22 EZF S NS

@ A=Y
- AuEEy ZEU9 AE 52 HH2021.02.26. ~ 2022.10.31)9F ZRAZ R T
AT dlolElwo] 2~ A AE(2002.01.01. ~ 2022.10.31)L &-83
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A =3] A HqF A A HF 14
= (Moderna) 23] 28
et st .thi;PTO}iza}xﬂ 7} 23 4125
(Oxford University- AstraZeneca)
SFAll(Johnson&Johnson’ s Janssen) 13] -
3} o] z}-n}o] @ ol B = (Pfizer-BioNTech) 23] 214 (~42%)
= ~(Novavax) 23] 21¢

(5) Outcome

B APAE U9 uA HE F 289 oy (1-289) S| BB YU BA F
oy EE RE FAWoR ¥Sude Auwm, FU GAA U HH5Y A4 o
ol Qi ASE A AT WA BAE FolAYe

(A87) nlole] 2~4ut4d (Viral meningitis)
(GO3) 71} € FAEHS Aol o3t H2< (Meningitis due to other and

unspecified causes)
(G04.2) 2] E7FHA F& AvA T9Hd 2 s924< (Bacterial

meningoencephalitis and meningomyelitis, NEC)

> &4 HA} procedure code

(C8000) 3 2}4= A AH(Cerebrospinal fluid test)

6) A72A 2 A
(O SCCS(Self-Controlled Case Series Study)
- Abdoll AAE B 7 W B o] dukgo] AR StAtolA IZE U9 AT
HE oA e 5 o] dRkge A EH B T|ZtA HF S A7 YA
gz FAA e EA o] dntgo BAES Hudhes AFAA oI, WA kA 3
7} /\] ;Hal—s]. Hhﬂ o7 ;q]o]. ki 9}1\% uohﬁ%]'

El
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Risk interval: 1 to 28 days

Control interval

Dose 1
Day 0
A. Case 1
1 28 Time
(2409 4= 2022.10.31)
Dose 1 Dose 2
Day 0 Day X
B. Case 2 l
1 X+1 X+28 Ti:ne
' Y / (2409 4= 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
(2402 = 2022.10.31)
Dose 1 Dose 2 Dose 3
Day 0 Day X Day Y
D. Case 4 l l
1 28 X+ X+28 Y+ Y+28 Time
(240Y =+ 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 Ti:ne
(2402 T+ 2022.10.31)
O SCCS BAlx
O 71€&4

- B4 z3kE H4vtd Ad 82 A, A8 5 ATASIEE B4 fE 7R

< TP =
O ¥za EX(Primary analysis)

- SCCS AFAAE Mtz AR Fold RN ol gdte] AUFEF F AFTD
oA HFErde] TAEL BRI U el Y] BHET HnFo
24 WAEvl(incidence rate ratio, IRR)S 4F=3l9S. olw] #Z7|7He 240, YA+
e 17, 22 9 RE Ao ZEH9 W2 PF F 12898 FYsA AAsA
o, Hlu7e A@7IE AYe FeE AAs A

- VI W Z2U19 Y A ZE2EY TE AR FHARS TR, ARV W
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O

O

o]z} E2(Secondary analysis)

- ZEUH9 BN FF A5 mEstel Havtd BYUE BHSRY S,

A% +2(Subgroup analysis)
g AL =HE TP FHZo HER

ot~ EgtA| Y7}, =upul
@ AT 18-294] [ 30-39A] [ 40-49A] [ 50-59A4] [ 60-69A4] [ 70-79A4] | 804 ©]’F
@ 714 A3 . Fudw x| <=(Charlson Comorbidity Index) 5% o]=} 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 ez AZEYG AR g5 WA

® A4

7%= EA(Sensitivity analysis)

- A EHA 1R7IZS Aol AF ¥ 1-14Y, 1-42¢ = HH

- Hegdel td Ayl e FEE AdeE AT

- o] digk AAwa HYE A ool FEA WES 5 Ide 3
- Hgutdd Y 5 7Y oy AR &4k A9

- Z2U19 FHFE ol 909 7zt Z2U19 A A 9

- HEd A ojd 22U AAAE Al
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2) E4A7

(1) AFohgat 2E

- 20219 29 264 HH 2022 3€ 1€ Abe] Z=EU9 ®WAl 1 HE DY AHAH(E
AUET 7]F) 7| 184 o] A<l 5 2021d 2€ 26¥FEH 2022d 10¥€ 31¥€ Afol9f
Heutde g whe FAhE 467870

- A7)zl WEHE AR AT BA ATUAAQ 22U WA HF F oHen
A A BAE 1362901908 Al dAAEe U A4 HEned A B 5Y
WA Ao HHFH HAF 7] Fo] JAS.

FZ2Y19 #4132 HF 92 3xK2021.02.26 ~ 2022.03.01)
(N=44,564,345)
F2Y19 WA 12 HF FA 184 o3l A}
(N=42,155,198)
TY HAA U H5HE(FEE4E == EE EAY) A9 + HESFA HAALE 9 3z
(N=4,678)
A &) 7] &

- =<1 (N=85)

_ H]/g-/\] 3 (N=1)

- %94%:1*%} (N=12)

- Y Al 23] o] HE (N=23)

- 12 HF 71F glo] 23 HF 7S5 EA4 (N=0)

- 22 HF 71F glo] 33 HEF 71@4 E2] (N=0)

- 4 FAdA Y o] ol 7d-$-(N=1,452)
FA2Y19 HA 12 HEFX F 4 FHANA H5HE AT + HFHFA AALE 2 #A
(N=3,105)

A &) 71 &
- BAAZNAL] Az Heue Aw old 19 713§ ¥k
A 715 = A (N=268)
- SEEUH9 WA 13 AFE ol F 2409 olu) ¥ M| /)8 e
g2} (N=1,475)

HZF A7 g
(N=1,362)
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T1¥. Selection of study participants
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2 71=d4

- A7
g 3
of gk A%, 48 T

- @zl H g ol
g2 EA 9 oF
F8 WFE JlolAwHA

- A@ Tzl Haurg ol
964 o] HHol= 44
7H kIl 804 o]

¥. Baseline Characteristics of Meningitis Cases Administered with COVID-19 Vaccines,

Stratified by Exposure Windows

| 91+

o

g &
A4

2= [e] A~
=84S T

| 2

=
T
gltx pad

A2 1,362 ZIvte 2 Z2U19 diHET T A A HE
ZHevents in risk intervaD$} thE-7Hevents in control interval)ol A]

ATFAE] &2 EA o & 7]
= AR &Apel izt Wb o
EAHEH SAACE {3 zol7t
183t AR

F 398W o] HFyols 451490, thx 3t w2
@b Hgudo] g S F 18-294)

7V Aew, eI BT S %
A4 F A4 B&S 49.7%, =T

0B FolF Aol YN

3) &},

s
&3

1

s

o]
gk &=

#Ae] QA

= t-test, ¥

of LA

Risk Window Control Window
N % N % ’
Total 398 100 964 100.0
Age, years (mean, SD) 45.1 18.8 44.7 18.7 0.671
18-29 109 27.4 270 28.0 0.747
30-39 75 18.8 181 18.8
40-49 o7 14.3 139 14.4
50-59 45 11.3 128 13.3
60-69 64 16.1 122 12.7
70-79 34 8.5 87 9.0
80+ 14 3.5 37 3.8
Sex
Male 200 50.3 503 52.2 0.518
Female 198 49.7 461 47.8
Health insurance type
NHI 381 95.7 940 97.5 0.080
Medical aid 17 4.3 24 2.5
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Region of residence

Metropolitan 287 72.1 666 69.1 0.268
Rural 111 27.9 298 30.9
Comorbidities
CCI (mean, SD) 1.3 2.2 1.2 2.0 0.345
CCI <5 357 89.7 899 93.3 0.026
CCI >=5 41 10.3 65 6.7
Myocardial infarction 4 1.0 7 0.7 0.601
Congestive heart failure 20 5.0 22 2.3 0.008
Peripheral vascular disease 31 7.8 79 8.2 0.803
Cerebrovascular disease 26 6.5 58 6.0 0.719
Dementia 19 4.8 41 4.3 0.670
Chronic pulmonary disease 64 16.1 150 15.6 0.810
Rheumatic disease 18 4.5 26 2.7 0.083
Peptic ulcer disease 70 17.6 138 14.3 0.127
Mild liver disease 73 18.3 188 19.5 0.621
Diabetes mellitus 59 14.8 146 15.1 0.880
Diabetic complications 14 3.5 49 5.1 0.211
Hemiplegia or paraplegia 8 2.0 8 0.8 0.066
Renal disease 9 2.3 27 2.8 0.572
Cancer 26 6.5 43 4.5 0.113
Serious liver disease 3 0.8 7 0.7 0.957
Solid/metastatic tumor 4 1.0 7 0.7 0.601
HIV infection 1 0.3 3 0.3 0.853

CCl, Charlson Comorbidity Index Score; HIV, Human Immunodeficiency Virus; NHI, National Health
Insurance; SD, standard deviation
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(3) ¥= ¥4 (Primary analysis)
- Z2U19 WAl HF o]F AP 2T RteA Y Hagd TAES Hlwske 74
= THAE
- BE AZE2UY19 A4 HF olF 289 W AP FEAA thERTE tiv] Heurddd ig
IRRL 1.03(95% CI, 0.91-1.16)2 YEelY EAZ O Z 72514 %?% A3E HQ.

(4) ©]x} E4J(Secondary analysis)

- Z2U19 WA HF AFE 1S Hand dHESe 24 29, 22419 B 1A
AE ol % 289 APl A IRRS 1.10 (95% CI, 0.94-1.29)2 YEelton, 221419 ¥
Al 22F AE o]lF 28Y @ FZtelAl IRR 0.91 (95% CI, 0.76-1.09= Fovst 913
Holx] isks. Z=UH9 WAl 33 HFe A-F, WAl HF o]F 289 A7l IRR
2 0.76 (95% CI. 0.57-1.0002 YEe}L.

- T3l Z2UH9 WAl 123 HE ol F 28Y A FAlA [RRS 1.04 (95% CI, 0.92-1.18)
2 AT FARE e BAE

. Risk of Meningitis within 28 Days of COVID-19 Vaccination, Overall and Stratified by
Dose

No. Event Person-Years R IRR (95% CD
Risk  Control  Risk  Control Risk Control I[RR LCI UCI
Overall 398 964 252.8 6289 157 1.53 1.03 091 116
1st dose 178 964 1054 6289  1.69 1.53 110 094 1.29
2nd dose 147 784 98.3 478.1 150 1.64 091 0.76 1.09
3rd dose 73 134 49.2 68.6 1.49 1.95 0.76  0.57 1.00
4th dose - - - - - - - - -
1st/2nd dose 325 964 203.7 6289  1.60 1.53 1.04 092 118

CI, 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 AoH ATOFQ WAFTH, uAHET AF, AE
o, 71AdE Fo il 2219 WA HF olF P73t
3 Heud TAES Hlaskd S

- g 2o Z2Y]9 WAlE T3 TRE FT WS A5, ZEY9 BA HE
% 289 7oA IRRS 1.04(95% CI, 0.91-1.192 yEeltow, x4 F 3+ Holgt =
o2 B FF/HE HAS WS 4 097095% Cl, 0.75-1.25= & a A

- Y WA HEA T B Zgol ol MAlE HE e A9 A2
% 28¢ Ag7elA IRRLS 1.00(95% CI, 0.85-1.17)Z YEloH, 2
0.94 (95% CI, 0.69-1.292 YAEAM 7} FAG s HAS

d AP F1EANA IRR2 145 (95% CI, 0.99-2.1DE Hd<s /M7 s BoH,
QRAl wiAT9] [RR2 4.22(95% Cl, 1.22-14.59)2 93-S S7HA71& ALE YERd.

- 3L mRNA EPFo] oid HZ=2Y19 HAe HF e 45 IRR2 1.55095% CI,
1L08-223)2 Hde S7H71= Aoz YEls =,

3. Risk of Meningitis 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 317 778 199.2  509.9 159 1.53 1.04 091 1.19
Pfizer-BioNTech 213 509 1371 3269 155 1.56 1.00 0.85 1.17
AstraZeneca 41 106 19.3 72.3 2.12 1.47 145 099 211
Moderna 59 156 41.9 104.4 141 1.49 0.94 0.69 1.29
Janssen 4 7 0.8 6.2 4.74 1.12 422 1.22 14.59
Novavax - - - - - - - - -

Heterologous 81 186 53.7 119.0 151 1.56 097 075 1.25

Vaccine Type (2)

=1 mRNA 353 851 232.7 5504  1.52 1.55 0.98 0.87 1.11
mRNA only 274 677 181.7  436.8 151 1.55 097 084 112
mRNA+Others 79 174 51.0 113.6 1.55 1.53 1.01 0.78 132

Non-mRNA 45 113 20.2 78.5 2.23 1.44 155 1.08 223

Cl, Confidence Interval; IR, Incidence Rate; IRR, Incidence Rate Ratio; LCI, Lower Confidence Interval,
UCI, Upper Confidence Interval
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. Risk of Meningitis 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 [RR LCI  UCI
Age, years
18-29 109 270 75.0 172.0 1.45 1.57 093 074 116
30-39 75 181 45.2 123.6 1.66 1.46 113 086  1.49
40-49 57 139 384 92.3 1.48 1.51 099 072 135
50-59 45 128 31.3 79.6 1.44 1.61 0.89 0.63 127
60-69 64 122 33.7 84.3 1.90 1.45 131 097 1.78
70-79 34 87 21.3 55.0 1.60 1.58 1.01 067 152
80+ 14 37 8.0 22.1 1.75 1.67 1.05 058  1.89
Sex
Male 200 503 131.1 323.0 1.53 1.56 0.98 0.83 1.16
Female 198 461 121.8 305.9 1.63 1.51 1.08 091 1.28

CI, Confidence Interval; IR, Incidence Rate; IRR, Incidence Rate Ratio; LCI, Lower Confidence Interval,
UCI, Upper Confidence Interval
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. Risk of Meningitis 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 381 940 245.2  611.6 1.55 1.54 1.01 090 1.14

Medical aid 17 24 7.6 17.3 2.24 139 161 085 3.04
Region

Metropolitan 287 666 178.3 4428 161 150 107 093 1.23

Rural 111 298 74.5 186.2  1.49 160 093 0.75 116

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

UCI, Upper Confidence Interval
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6@6]- g_,,]. :riq.lg Hﬂ/\] 7&& o];ﬂ A
gz A IRRe] 2.18 (95% CI, 1.20-3.95) 2 ¢ o] FrVlsl= A

. Risk of Meningitis 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
<5 357 899 233.8 582.4 1.53 1.54 099 087 1.12
=5 41 65 19.0 46.54 2.16 1.40 1.54 1.04 229
History of Myocardial Infarction
No 394 957 251.1  624.22  1.57 1.53 .02 091 115
Yes 4 7 1.7 4.70 2.31 1.49 155 041  5.80
History of Congestive Heart Failure
No 378 942 245.2 610.6 1.54 1.54 1.00  0.89 1.13
Yes 20 22 7.7 18.4 2.61 1.20 2.18 1.20 3.95
History of Peripheral Vascular Disease
No 367 885 232.9 577.7 1.58 1.53 1.03 091 116
Yes 31 79 19.9 51.2 1.56 1.54 1.01  0.66 1.54
History of Stroke
No 372 906 238.7 590.1 1.56 1.54 1.02 090 1.15
Yes 26 58 14.1 38.8 1.84 1.50 123 077 197
History of Dementia
No 379 923 243.2 601.8 1.56 1.53 1.02 090 1.15
Yes 19 41 9.7 27.1 1.97 1.51 130 075 2.26
History of Chronic Pulmonary Disease
No 334 814 213.6 530.7 1.56 1.53 1.02 090 1.16
Yes 64 150 39.3 98.2 1.63 1.53 1.07  0.79 1.44
History of Rheumatic Disease
No 380 938 244.0 608.2 1.56 1.54 1.01  0.89 1.14
Yes 18 26 8.8 20.8 2.04 1.25 1.63 087  3.03
History of Peptic Ulcer Disease
No 328 826 215.1 536.9 1.52 1.54 099 087 1.13
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Yes 70 138 37.7 92.1 1.86 1.50 124 092  1.66
History of Mild Liver Disease

No 325 776 204.8 511.5 1.59 1.52 1.05  0.92 1.19
Yes 73 188 48.0 117.4 1.52 1.60 0.95 0.72 1.25
History of Diabetes Mellitus

No 339 818 214.6 536.4 1.58 1.52 1.04 091 118
Yes 59 146 38.3 92.5 1.54 1.58 0.98  0.72 1.33
History of Diabetic Complications

No 384 915 241.1 601.5 1.59 1.52 1.05 093 118
Yes 14 49 11.8 274 1.19 1.79 0.66 037 1.20
History of Hemiplegia/Paraplegia

No 390 956 249.7 622.2 1.56 1.54 .02 090 115
Yes 8 8 3.2 6.7 2.54 1.19 214 082 554
History of Renal Disease

No 389 937 246.5 613.9 1.58 1.53 1.03  0.92 1.17
Yes 9 27 6.3 15.0 1.43 1.80 0.80 037 171
History of Cancer

No 372 921 240.0 598.4 1.55 1.54 1.01  0.89 1.14
Yes 26 43 12.8 30.6 2.03 1.41 144 087  2.38
History of Serious Liver Disease

No 395 957 250.9 625.4 1.57 1.53 1.03 091 1.16
Yes 3 7 1.9 3.6 1.56 1.97 0.79 020  3.17
History of Solid/Metastatic Tumor

No 394 957 251.0 624.3 1.57 1.53 .02 091 115
Yes 4 7 1.9 4.6 2.15 1.53 1.41 041  4.79
History of HIV Infection

No 397 961 252.2 627.2 1.57 1.53 1.03 091 116
Yes 1 3 0.7 1.8 1.50 1.71 087 011 6.73

Cl, Confidence Interval; IR, Incidence Rate; IRR, Incidence Rate Ratio; LCI, Lower Confidence Interval,
UCI, Upper Confidence Interval
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(6) W= EA(Sensitivity analysis)
- HFEA e 1-28Y oA 1-149E AHYF A Hagud ST A 2
sob FAG AT e,

- A FE 14298 A3 Ae Haud 4 Ee 229 A 1A HEF

o] 42 @ FZtell A RRe] 1.17 (95% Cl, 1.02-1.35)E 3ol F7tste Ae <13

. Risk of Meningitis Following COVID-19 Vaccination that Varied the Risk Window Length

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

Risk Control  Risk  Control Risk Control [RR LCI UCI

Primary (1-28 days)

Overall 398 964 252.8 628.9 1.57 1.53 1.03 091 116
1st dose 178 964 105.4 628.9 1.69 1.53 110 094 1.29
2nd dose 147 784 98.3 478.1 1.50 1.64 091 0.76 1.09
3rd dose 73 134 49.2 68.6 1.49 1.95 0.76 0.57 1.00
4th dose - - - - - - - - -
1st/2nd dose 325 964 203.7 628.9 1.60 1.53 1.04 092 1.18

Sensitivity (1-14 days)

Overall 182 1180 130.0 752.3 1.40 1.57 0.89 076 104
1st dose 81 1180 55.5 752.3 1.46 1.57 093 074 117
2nd dose 67 902 49.2 549.6 1.36 1.64 0.83 0.65 1.06
3rd dose 34 173 254 924 1.34 1.87 0.72 0.50 1.03
4th dose - - - - - - - - -
1st/2nd dose 148 1180 104.7 752.3 1.41 1.57 0.90 0.76 107

Sensitivity (1-42 days)

Overall 568 794 357.0 525.3 1.59 1.51 1.05 094 117
1st dose 247 794 139.3 525.3 1.77 1.51 117 102 135
2nd dose 212 685 147.3 409.6 1.44 1.67 0.86 0.74 1.00
3rd dose 109 98 704 47.3 1.55 2.07 0.75 0.57 0.97
4th dose - - - - - - - - -
1st/2nd dose 459 794 286.5 525.3 1.60 1.51 1.06 094 1.19

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

UCI, Upper Confidence Interval

_38_



. Risk of Meningitis Following COVID-19 Vaccination that Varied the Study Population (1)

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

Primary (1-28 days)

Overall 398 964 252.8 628.9 1.57 1.53 1.03 091 1.16
1st dose 178 964 105.4 628.9 1.69 1.53 110 094 1.29
2nd dose 147 784 98.3 478.1 1.50 1.64 091 0.76 1.09
3rd dose 73 134 49.2 68.6 1.49 1.95 0.76  0.57 1.00
4th dose - - - - - - - - -
1st/2nd dose 325 964 203.7 628.9 1.60 1.53 1.04 092 118

Sensitivity (Restricting to cases with a diagnosis record at primary position)

Overall 243 611 158.3 394.1 1.54 1.55 0.99 085 115
1st dose 113 611 66.3 394.1 1.70 1.55 1.10 0.90 1.34
2nd dose 89 496 60.9 296.4 1.46 1.67 0.87 0.70 1.10
3rd dose 41 79 311 44.7 1.32 1.77 0.75 0.52 1.08
4th dose - - - - - - - - -
1st/2nd dose 202 611 127.2 394.1 1.59 1.55 1.02 0.87 1.20

Sensitivity (Redefining cases to diagnosis made either in-hospital or emergency department)

Overall 398 964 252.8 628.9 1.57 1.53 1.03 091 1.16
1st dose 178 964 105.4 628.9 1.69 1.53 110 094 1.29
2nd dose 147 784 98.3 478.1 1.50 1.64 091 0.76 1.09
3rd dose 73 134 49.2 68.6 1.49 1.95 0.76  0.57 1.00
4th dose - - - - - - - - -
1st/2nd dose 325 964 203.7 628.9 1.60 1.53 1.04 092 118

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

UCI, Upper Confidence Interval
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. Risk of Meningitis Following COVID-19 Vaccination that Varied the Study Population (2)

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

Primary (1-28 days)

Overall 398 964 252.8 628.9 1.57 1.53 1.03 091 1.16
1st dose 178 964 105.4 628.9 1.69 1.53 110 094 1.29
2nd dose 147 784 98.3 478.1 1.50 1.64 091 0.76 1.09
3rd dose 73 134 49.2 68.6 1.49 1.95 0.76  0.57 1.00
4th dose - - - - - - - - -
1st/2nd dose 325 964 203.7 628.9 1.60 1.53 1.04 092 118

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

Overall 398 955 251.5 626.6 1.58 1.52 1.04 092 1.17
1st dose 178 955 104.8 626.6 1.70 1.52 111 095 131
2nd dose 147 776 97.7 476.1 1.51 1.63 0.92 0.77 110
3rd dose 73 133 49.1 68.5 1.49 1.94 0.77 0.58 1.01
4th dose - - - - - - - - -
1st/2nd dose 325 955 202.5 626.6 1.61 1.52 1.05 0.93 1.20

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

Overall 398 963 252.7 628.4 1.58 1.53 1.03 091 1.16
1st dose 178 963 105.3 628.4 1.69 1.53 110 094 1.29
2nd dose 147 783 98.2 477.5 1.50 1.64 0.91 0.77 1.09
3rd dose 73 134 49.2 68.6 1.49 1.95 0.76  0.57 1.00
4th dose - - - - - - - - -
1st/2nd dose 325 963 203.5 628.4 1.60 1.53 104 092 118

Sensitivity (Excluded individuals with COVID-19 prior to meningitis diagnosis)

Overall 398 964 239.1 608.8 1.66 1.58 105 093 1.18
1st dose 178 964 994 608.8 1.79 1.58 113 096 1.33
2nd dose 147 784 92.1 459.2 1.60 1.71 0.93 0.78 111
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3rd dose 73 134 47.6 67.2 1.53 1.99 0.77 0.58 1.02
4th dose - - - - - - - - -
Ist/2nd dose 325 964 191.5 608.8 1.70 1.58 1.07 094 1.22
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