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= 1 Observed and predicted incidences of acute transverse
myelitis.
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1A HE
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o]& 270 oo FAHITHS
® 33 g

ol A2 WA

w3 ZRUHOMA AE & FAYTHSY WA X Qpsta E4
Characteristics N (%)
Total 160 (100.0%)
Age
18-29 16 (10.0%)
30-49 42 (26.3%)
50-64 45 (28.1%)
65-74 32 (20.0%)
Over 75 25 (15.6%)
Gender
Male 82 (51.3%)
Female 78 (48.8%)
Months of 1st vaccination
February 0 (0.0%)
March 4 (2.5%)
April 29 (18.1%)
May 18 (11.3%)
June 40 (25.0%)
July 18 (11.3%)
August 27 (16.9%)
September 20 (12.5%)
October 2 (1.3%)
November 2 (1.3%)
December 0 (0.0%)
Insurance type
Health insurance 155 (96.9%)
Medical aid 5 (3.1%)
Vaccine product immediately preceding to initial ATM code
Pfizer—BioNTech 86 (53.8%)
AstraZeneca 45 (28.1%)
Moderna 25 (15.6%)
Janssen 4 (2.5%)
Heterologous vaccination 0 (0.0%)
Vaccine doses (1st dose)
Pfizer—BioNTech 73 (45.6%)
AstraZeneca 65 (40.6%)
Moderna 17 (10.6%)
Janssen 5 (3.1%)
Vaccine doses (2nd dose)
Pfizer—BioNTech 84 (52.5%)
AstraZeneca 33 (20.6%)
Moderna 15 (9.4%)
Novavax 0 (0.0%)
Not vaccinated 28 (17.5%)
Vaccine doses (3rd dose)
Pfizer—BioNTech 51 (31.9%)
AstraZeneca 0 (0.0%)
Moderna 18 (11.3%)
Novavax 2 (1.3%)
Not vaccinated 89 (55.6%)
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No. of vaccinees

Vaccination status on the date of ATM diagnosis

1st dose 43 (26.9%)

2nd dose 91 (56.9%)

3rd dosd 26 (16.3%)
Vaccination status during the entire study period

Ist dose only 23 (14.4%)

Fully vaccinated 66 (41.3%)

Extra vaccinated 71 (44.4%)

AT H T A A8 BEEs 50-6447F 459281 E TR Bskom,
30-49A] ol A 4278(26.3%), 65-T4A oA 327(20.0%) O &2 YEF.

A JAdo] 82%H(51.3%), o/ide] 78H(48.8%) .2 UERtor, tREEY HITS
2021 6ol o] Fo] (407, 25.0%).

FARDA S A7} 71 wol HFVL T2UI9MA FRE solF wWiow
Ve (1A};: 7394, 45.6%; 22k 8498, 52.5%, 3=k 519, 31.9%).

FAREA AR Aol ZRUHINA 1A HFLLARL 439(26.9%), 2
AA HEREATE 91WG6.9%), 3744 HERLALL 26%(16.3%)0] A2

AAGASG B BN Z2UI9A FF A B

21994 14 HEF 23 4T Aolel AL A1 Az, 20 279, 24
189, 779 30 oz we Ao JEIGS

25
20
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5

0 ‘H\ 1 ‘\I\l 1h 1 | 1 M ” 1 I 1 1 1 |
1 11 21 31 41 51 61 71 81 91 101 111 121 131 141 151 161 171 181 191 201 211 221 231 241 251 261 271
No. of days from 1st COVID-19 vaccination to 2nd COVID-19 vaccination

a3 5. ATM SRt Al Z2U199A1 1AF A& 241 AE 7H i,
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I 6. ATM gAto|A] Z2UHI9WAL 2K HEaF 3} AE A 2L,

- FRU9WA 14 FERE 33 FEAA 3F DAL AP AP, 10YNA
2609 Atolell HFE W, AAE 13 HF olF A HFS 4EF w7bH
461¥0] A8F Aol A
4
3

4

1)

i=

g 2

5

o

=
0
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No. of days from 1st COVID-19 vaccination to 3rd COVID-19 vaccination
a3 7. ATM EAMA Z2UH199AL 1R AEar 34 AE M 22
A2Z2U19HA 12 HF o] F g4I GAFH T Fo] 2702 718
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NO. OF DAYS FROM 15T COVID-19VACCINATION TO ATM DIAGNOSIS
29 8. Z2UI9WAl 1R FE & ST~ AR 9] 7HA.
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(3 AT % h2TANN FHYDFGo] WY TR AT 54
O FEZUIIRA 1A} HF o] F 2709 5 AP 73 e tx273tolA g4I eGH
of ME BT TA 1599 A7 B4 L HF SHL O E 49} e
O ZRUH9MA HE F 4290 9PN U FAYSHSFo] A2 BT AAL

g, Um A 273t a43d2sdo] YT Ao e 749l E.
B 4. 3219 WAl AE 5 ATM ¥ $HxF EA (Primary analysis: 9317 424)
. Cases in risk interval Cases in control interval
Characteristics p
N (%) N (%)
Total 85 (100.0%) 74 (100.0%)
Age
18-29 6 (7.1%) 10 (13.5%)
30-49 23 (27.1%) 19 (25.7%)
50-64 26 (30.6%) 18 (243%)  0.6898
65-74 17 (20.0%) 15 (20.3%)
Over 75 13 (15.3%) 12 (16.2%)
Gender
Male 44 (51.8%) 38 (51.4%) 0.9585
Female 41 (48.2%) 36 (48.7%)
Months of 1st vaccination
February 0 (0.0%) 0 (0.0%)
March 1 (1.2%) 3 (4.1%)
April 16 (18.8%) 13 (17.6%)
May 8 (9.4%) 10 (13.5%)
June 22 (25.9%) 18 (24.3%)
July 9 (10.6%) 9 (12.2%) 0.7126*
August 17 (20.0%) 9 (12.2%)
September 11 (12.9%) 9 (12.2%)
October 1 (1.2%) 1 (1.4%)
November 0 (0.0%) 2 (2.7%)
December 0 (0.0%) 0 (0.0%)
Insurance type
Health insurance 82 (96.5%) 72 (97.3%) 1.0000*
Medical aid 3 (3.5%) 2 (2.7%) )
Vaccine doses (1st dose)
AstraZeneca 35 (41.2%) 30 (40.5%)
Pfizer—BioNTech 37 (43.5%) 35 (47.3%) 0.7433%
Moderna 11 (12.9%) 6 (8.1%)
Janssen 2 (2.4%) 3 (4.1%)
Vaccine doses (2nd dose)
AstraZeneca 17 (20.0%) 16 (21.6%)
Pfizer-BioNTech 41 (48.2%) 42 (56.8%)
Moderna 9 (10.6%) 6 8.1%) 0.5364
Novavax 0 (0.0%) 0 (0.0%)
Not vaccinated 18 (21.2%) 10 (13.5%)
Vaccine doses (3rd dose)
AstraZeneca 0 (0.0%) 0 (0.0%)
Pfizer-BioNTech 29 (34.1%) 21 (28.4%)
Moderna 12 (14.1%) 6 8.1%) 0.2135*
Novavax 0 (0.0%) 2 (2.7%)
Not vaccinated 44 (60.8%) 45 (60.8%)
Vaccine product immediately preceding to initial ATM code
AstraZeneca 27 (31.8%) 18 (24.3%) 0.5357%
Pfizer-BioNTech 41 (48.2%) 44 (59.5%) )



Moderna 15 (17.7%) 10 (13.5%)

Janssen 2 (2.4%) 2 (2.7%)
Novavax 0 (0.0%) 0 (0.0%)

Vaccination status
1** dose only 16 (18.8%) 7 (9.5%)
Fully vaccinated 28 (32.9%) 38 (51.4%)  0.0415
Extra vaccinated 41 (48.2%) 29 (39.2%)

Charlson comorbidity index
Score < 5 14 (16.5%) 13 (17.6%) 0.8542
Score > 5 71 (83.5%) 61 (82.4%)

o AFFLAA ZE2U19WAES 12T HEFue A= 1698 (18.8%), 2AH7EA] &

< @A= 289B2.9%), 3A7HA AL A= 417U8.2%)01 1 om, =TIkl
1 221994 13T 30 s 7300.5%), 227HA HEwe $a= 38
H(51.4%), 3x7kA HF L EAE 299(39.2%)°] A -

N

© HYTT A AZTAANG FUILATY VY DA B2 4E AAT 3
3, v /ﬂd% A fo5E 005014 BAACE ol Aol BAHUS.

(4) Self-controlled case series (SCCS) 41 4}

O SCCS ATAAE A3t ZZUHIMA HE F AP 7MY 4G H -
Y e dzTelAe) ByAAD vme Y AoE ¥ 59 2o
# 5 FRLHINA HF 5 FHYDRLY WP ofgt SCCS B4 A
L. Observation period 270 days
Risk interval N (IR’) IRR' (95% CI)
Total 159 -
1~42 days Risk interval 85 (2.31) 2.44 (1.79-3.34)
Control interval 74 (0.95) Ref
Total 158 -
1~28 days Risk interval 60 (2.36) 2.15 (1.56-2.97)
Control interval 98 (1.10) Ref
Total 158 -
1~21 days Risk interval 45 (2.32) 1.96 (1.39-2.78)
Control interval 113 (1.18) Ref

x[R: Incidence rate.

FIRR: Incidence rate ratio.

195% CI: 95% Confidence interval.

8§Adjusted for Delta era and calendar period by fortnight.

o FZUYI9WA HF T 270¥9 S FFAV|oE 13, YIS 14292 HAHJA
< v, YIS AY AL xRl AL A thH] 2.448(95% Cl:1.79-3.34)
2 FAACE FostA =4 UE.
_,4

NPT 12093 1089 E HASHEE WE AN folsAl wA el
ETE
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O AW, AYF, FAYHASY ABYRRE s 2o FFLL WA FF L 59
Ag Ao £20F 4 T ASGE 6)
B 6. AR A5 & FUYTEL wAeIRlel that A8 RA Za (@AIRE 2702, SR 1~42%)
No. of cases Incil()i::st;_;a::rper
Subgroup Risk Control Risk Control IRR (95% C1)
interval interval interval interval
Gender
Male 44 38 2.33 0.96 2.43 (1.5673.82)
Female 41 36 2.28 0.93 2.45 (1.56=3.77)
Age
18-29 6 10 1.88 1.17 1.60 (0.6174.21)
30-49 23 19 2.48 0.89 2.79 (1.49-5.24)
50-64 26 18 2.37 0.87 2.74 (1.49-5.03)
65-74 17 15 2.15 0.98 2.19 (1.0874.44)
>75 13 12 2.36 0.98 243 (1.1675.12)
Vaccine product immediately preceding to initial ATM code
AstraZeneca 27 18 2.70 0.81 3.33 (1.8276.08)
Pfizer—BioNTech 41 44 2.10 1.04 2.03 (1.3473.09)
Moderna 15 10 2.25 0.87 2.57 (1.14=5.97)
Janssen 2 2 2.97 0.89 3.33 (0.30736.44)
Novavax 0 0 - - -
Charlson comorbidity index
Score < 5 14 13 2.11 1.01 0.74 (0.2272.45)
Score = 5 71 61 2.35 0.93 2.52 (1.7973.56)

SCCS 471% B4 A3 18-204 4T, FAIBAFE Ad A we wilo]
kMl A, FHAR F57) 57 mwel 2e AP RE T FAHC
o8 24 UERAE 6).

ETRe) DolB YT AAT A2 BAA 2IFEAL T AT, @A
3oy AZeld taTz gl RN F 3 w9
2.449 (& 95% CI: 1.56-3.82, A4 95% CI: 1.56-3.82) =2 Ao = e

Ao WE A2TF BEAAE 30-49M 014 thZF3E e YFF1NA Y F
A3 FEd Aol 2.79u1(95% Cl 1.49-5.24) =2 Aoz Jehygon, the
o 2= 50-64M 04 2.74(95% CI: 1.49-5.03) =4 e}

FEs Hert 548 o] FolAHe dERTRE tinl YP A FAEAITEH
=& a9 F o] 2.5211(95% CI: 1.79-3.56) =& Ao 2 el
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£ 7. F2UHMA BE

FHRUA LY

FHITHFA] VAT B B4

Risk interval 1~21 days

Risk interval 1~28 days

. . Cases in Cases in Cases in Cases in
CHArsCeeris s risk interval  control interval risk interval control interval p
N (%) N (%) N (%) N (%)
Total 35 (1000%) 45  (100.0%) 48 (100.0%) 32 (100.0%)
Age
18-29 6 (17.1%) 4 (8.9%) 7 (14.6%) 3 (94%)
30-49 10 (286%) 14  (31.1%) 12 (250%) 12 (37.5%)
50-64 7 (20.0%) 10 (22.2%) 0.8534 11 (22.9%) 6 (18.8%) 0.8010
65-74 7 (00%) 11 (244%) 11 (22.9%) 7 (21.9%)
Over 75 5 (14.3%) 6  (13.3%) 7 (14.6%) 4 (12.5%)
Gender
Male 18 (514%) 20 (444%) o0 24 (500%) 14 (8% oo
Female 17 (48.6%) 25  (55.6%) 24 (50.0%) 18  (56.3%)
Months of 1st vaccination
February 0 (0.0%) 0 (0.0%) 0 (0.0%) 0 (0.0%)
March 0 (0.0%) 1 (22%) 0 (0.0%) 1 (3.1%)
April 5 (14.3%) 9 (20.0%) 9 (18.8%) 5 (15.6%)
May 4 (11.4%) 3 (6.7%) 4 (83%) 3 (9.4%)
June 9  (257%) 13 (28.9%) 13 (27.1%) 9  (28.1%)
July 3 86%) 5 (L1%) O35 104%) 3 (94%) 08160
August 5 (14.3%) 6 (13.3%) 7 (14.6%) 4 (12.5%)
September 6 (17.1%) 6 (13.3%) 7 (14.6%) 5 (15.6%)
October 1 (29%) 0 (0.0%) 1 (21%) 0 (0.0%)
November 0 (0.0%) 2 (4.4%) 0 (0.0%) 2 (6.3%)
December 2 (5.7%) 0 (0.0%) 2 (4.2%) 0 (0.0%)
Insurance type
Health insurance 34 (97.1%) 45  (100.0%) 04375 47 (97.9%) 32 (100.0%)  1.0000
Medical aid 1 (2.9%) 0 (0.0%) ) 1 (21%) 0 (0.0%) )
Vaccine doses (1st dose)
AstraZeneca 12 (364%) 22 (48.9%) 21 (457%) 13 (40.6%)
Pfizer-BioNTech 15 (455%) 18  (40.0%) o564 18  (39.1%) 15  (46.9%) 0602
Moderna 5 (152%) 3 67%) O F 6  (13.0%) 2 (6.3%) *
Janssen 1 (3.0%) 2 (44%) 1 (22%) 2 (63%)
Vaccine doses (2nd dose)
AstraZeneca 5 (14.3%) 7 (15.6%) 9 (18.8%) 3 (94%)
Pfizer-BioNTech 17 (48.6%) 18  (40.0%) 22 (458%) 13 (40.6%)
Moderna 50 (143%) 2 @4%) OBZ s (104%) 2 (63%) 033
Novavax 0 (0.0%) 0 (0.0%) 0 (0.0%) 0 (0.0%)
Not vaccinated 8  (229%) 18  (40.0%) 12 (25.0%) 14 (43.8%)
Vaccine doses (3rd dose)
AstraZeneca 0 (0.0%) 0 (0.0%) 0 (0.0%) 0 (0.0%)
Pfizer-BioNTech 7 (200%) 13 (28.9%) 14 (292%) 6 (18.8%)
Moderna 2 G7%) 2 @a%) %0177 3 (63%) 1 (31%) 04653
Novavax 0 (0.0%) 0 (0.0%) 0 (0.0%) 0 (0.0%)
Not vaccinated 26 (743%) 30 (66.7%) 31 (64.6%) 25  (78.1%)
Vaccine product immediately preceding to initial ATM code
AstraZeneca 10 (294%) 22 (48.9%) 19 (404%) 13 (40.6%)
Pfizer-BioNTech 17 (50.0%) 18  (40.0%) 20 (42.6%) 15 (46.9%)
Moderna 6 (77%) 3 67% °ZB 7 qa9%) 2 (63%) 32
Janssen 1 (2.9%) 2 (4.4%) 1 (2.1%) 2 (6.3%)
Novavax 0 (0.0%) 0 (0.0%) 0 (0.0%) 0 (0.0%)
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Vaccination status

Ist dose only 7 (20.0%) 16 (35.6%) 11 (22.9%) 12 (37.5%)

Fully vaccinated 19 (54.3%) 14 (31.1%) 0.1002 20 (41.7%) 13 (40.6%) 02727

Extra vaccinated 9  (25.7%) 15 (33.3%) 17 (35.4%) 7 (21.9%)
Charlson comorbidity index

Score < 5 9  (25.7%) 5 (11.1%) 0.0881 9  (18.8%) 5 (15.6%) 07186

Score = 5 26 (74.3%) 40  (88.9%) 39  (81.3%) 27  (84.4%)

. SET0e 12198 s BAE A%

- ST U FAYRH o] BT AL 3B5Y, YA d2T0 ) 49
HH o] WA FAE 45701 U
- AP

W 83 9dsd e A gre wiale slo]x wiile] 173
(50.0%), oF=EZAUIZF Walo] 1074(29.4%), EH Y # Aol 674(17.7%) 2 kAl
Walol 1HQI%WeINeH, thEF HdAes of2EgtAulzl WAile] 227
(48.9%), stolAt W Ailo] 1871(40.0%), Zriyk WMAlo] 374(6.7%) B kAl wiilo] 2
(4.4%) 0. 2 VER.

- ZEUY9NA HEF F GGG FHdo] BT g MAHZE FEHle 93
tel AS 227 A HF °
3AMAl M SA7F 9 2,
Zuko 8217} 16%(35.6%) 2 }Xc} worom
A7F 157(33.3%) =l

- TN ANAAS FETE 53 o4 FHIHFY BAE 268(74.3%)°]
Ao, EFLeNA ANADE B5TE 54 o4 B 407 EBINDE

- BEIIZE 90 YolA $RTRHE 1219 HAste]l 9T 2L Bl 2Tl A
o] FAHYTHEY WA BAe] BE AolE AT AT Fo5E 00504 =
o5 Fpol7h BAHA ke

. AT 128U MR BAF A

- AT dEz2RE W 43 G0l P Bol 2T dR¥T2
o iz 2t Z2+2t 12‘%‘(9—1@—?7& 5.0%, tHE&TXt: 37.5%)°1 = o= &
-64A], 65-74A4 Zt7+ 119(22.9%)ol Ao, =

ST U FAREASY AW Ade] e wMae solx wie] 204
(42.6%), oF2~EkA7F WAlo] 1971(40.4%), 2T Walo] 77(14.9%) B EAl
W ale] 1A% om, 2T YA ol wale] 154(46.9%), oFAE
A7} WAle] 137(40.6%), etk wWAle] 224(63%) 2 QHAl WAle] 271(6.3%)

o
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Risk interval 1~21 days Risk interval 1~28 days
Characteristics 'Cas'es in Case§ in 'Cas'es in Case§ in
risk interval control interval p risk interval control interval p
N (%) N (%) N (%) N (%)
Total 43 (1000%) 94  (100.0%) 58 (1000%) 79  (100.0%)
Age
18-29 6 (140%) 10  (10.6%) 7 (12.1%) 9 (11.4%)
30-49 2 (279%) 28  (29.8%) 14 (241%) 26  (32.9%)
50-64 12 (279%) 24 (255%) 09621 16 (27.6%) 20 (253%) 08112
65-74 8 (186%) 18  (19.2%) 13 (24%) 13 (16.5%)
Over 75 5 (11.6%) 14 (14.9%) 8  (138%) 11 (14.0%)
Gender
Male 23 (S35%) 46 @89%) o 30 (SL7%) 39 @94%) oo
Female 20 (46.5%) 48 (51.1%) 28 (483%) 40  (50.6%)
Months of 1st vaccination
February 0 (0.0%) 0 (0.0%) 0 (0.0%) 0 (0.0%)
March 0 (0.0%) 2 (21%) 0 (0.0%) 2 (25%)
April 6 (140%) 16  (17.0%) 10 (172%) 12 (152%)
May 4 93%) 11 (11.7%) 5 (86%) 10 (12.7%)
June 11 (256%) 20 (21.3%) 16 (27.6%) 15 (19.0%)
July 50 (1.6%) 12 (128%) °RB% 7 (21%) 10 (127%) OO
August 7 (163%) 17 (18.1%) 9 (155%) 15 (19.0%)
September 7 (163%) 13 (13.8%) 8 (13.8%) 12 (15.2%)
October 1 (23%) 1 (1.1%) 1 (1.7%) 1 (13%)
November 0 (0.0%) 2 (2.1%) 0 (0.0%) 2 (25%)
December 2 (4.7%) 0 (0.0%) 2 (3.5%) 0 (0.0%)

Insurance type
Health insurance 42 (97.7%) 91  (96.8%) 1.0000 57 (98.3%) 76 (96.2%) 06374
*

Medical aid 1 (2.3%) 3 (3.2%) * 1 (1.7%) 3 (3.8%)
Vaccine doses (1st dose)

AstraZeneca 15 (34.9%) 37 (39.4%) 25 (43.1%) 27  (34.2%)

Pfizer—BioNTech 19  (44.2%) 44 (46.8%) 0.6460 23 (39.7%) 40  (50.6%) 04911

Moderna 8  (18.6%) 10 (10.6%) * 9  (15.5%) 9  (11.4%) *

Janssen 1 (2.3%) 3 (3.2%) 1 (1.7%) 3 (3.8%)
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Vaccine doses (2nd dose)

AstraZeneca 7 (163%) 15 (16.0%) 12 (20.7%) 10 (12.7%)

Pfizer-BioNTech 21  (48.8%) 50  (53.2%) 27 (46.6%) 44 (55.7%)

Moderna 7 (16.3%) 9 (9.6%) 07177 7 (12.1%) 9 (114%) 05936

Novavax 0 (0.0%) 0 (0.0%) 0 (0.0%) 0 (0.0%)

Not vaccinated 8  (186%) 20 (21.3%) 12 (207%) 16  (20.3%)
Vaccine doses (3rd dose)

AstraZeneca 0 (0.0%) 0 (0.0%) 0 (0.0%) 0 (0.0%)

Pfizer-BioNTech 10 (23.3%) 30 (31.9%) 18 (31.0%) 22 (27.9%)

Moderna 5 (11.6%) 5 (53%) 078 7 (q21%) 3 (3.8%) 01637

Novavax 0 (0.0%) 2 (21%) 0 (0.0%) 2 (25%)

Not vaccinated 28 (65.1%) 57  (60.6%) 33 (56.9%) 52 (65.8%)
Vaccine product immediately preceding to initial ATM code

AstraZeneca 11 (256%) 30 (31.9%) 21 (362%) 20 (253%)

Pfizer-BioNTech 22  (51.2%) 51  (54.3%) 26 (44.8%) 47 (59.5%)

Moderna 9 (209%) 10 (106%) %02 10 (172%) 9 (114%) 0%

Janssen 1 (23%) 3 (32%) 1 (1.7%) 3 (3.8%)

Novavax 0 (0.0%) 0 (0.0%) 0 (0.0%) 0 (0.0%)
Vaccination status

Ist dose only 7 (163%) 17 (18.1%) 11 (190%) 13 (16.5%)

Fully vaccinated 21 (48.8%) 40  (42.6%) 0.78% 22 (37.9%) 39 (494%) 04056

Extra vaccinated 15 (34.9%) 37 (39.4%) 25 (43.1%) 27 (34.2%)
Charlson comorbidity index

Score < 5 100 @33%) 14 (149%) o 10 (172%) 14 (177%) o

Score = 5 33 (76.7%) 80  (85.1%) 48 (82.8%) 65  (82.3%)
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o
—

2192 M BUF ATGE 8)

- RT U FAYRA 0] AT AL 438, UulA d2T ) 34
HH5eo] WA BAE MUPIAL

- YT W FARBASAC] BT BAE dAo] 239(635%), l4o] 209
(46.5%0 2 Aol IR B Brovt tETI ) FHYRASGl LD
gt ol 4o] 48WGLI%), dAo] 469UBINCE el FHRT B B
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[e5]
B2 ZAo2 e 73 267, 44.8%, tHET3E: 4770 59.5%).

EAas] %*3353‘4%’“@‘01 t&%?} FA= 589, YA tl=730 W 543

A% Ao we %giz— AYTT 2T BF Ho|x

- SEHONA AF F FAYDHSGCl WA B BAHE FHE AP

ol AS 37kA HEFnu
AR FEHE BAL 22
"o 312171 399 (49.4%) 0.2
7} 2774(34.2%) =)A=

o
FETIROIAE. W =T re] B 23
A goton theo 2= 3x71A] HEHS

- BRI 0 YolA ARTRHE 1-28Y 2 Agete] HTT B o2 T7bolA
o FHYTHSY Y B BT FolF HAF A F5E 005014 B
AROZ FoF o7k BAHA WS

O SCCS Wz= &4 23

£ 9. 229NN B3 F FHAUHSA WA Ao) e SCCS Ve v A

p& A7h BHUILNE 1 BtoH Theo e

;](;]IZ

ghat

Observation period 90 days 180 days
?r:’fé{rval N (IR") IRR" (95% CI) N (IR") IRR" (95% CI)
Total 81 - 138
1~42 days Risk interval 65 (4.61) 3.85 (2.19-6.76) 81 (2.91) 2.23 (1.60-3.11)
Control interval 16 (1.32) Ref 57 (1.31) Ref
Total 80 - 137
1~28 days Risk interval 48 (4.90) 2.63 (1.64-4.22) 58 (3.00) 1.97 (1.40-2.76)
Control interval 32 (1.95) Ref 79 (1.53) Ref
Total 80 - 137 -
1~21 days Risk interval 35 (4.70) 2.03 (1.32-3.12) 43 (2.92) 1.75 (1.23-2.50)
Control interval 45 (2.40) Ref 94 (1.67) Ref
«|R: Incidence rate.
TIRR: Incidence rate ratio.
195% CI: 95% Confidence interval.
§Adjusted for Delta era and calendar period by fortnight.
o FHETIZHE 0¥ 180¥E MBS, AP TS 12199 1-289E AHASH ¥l
2= BAe £ Ay, BE JITRNN FAIVHFAY BYARL d=
TZrol Hls] feold ARSI HEHAASGEE 9).

]
A e 3 tiH] 2.0381(95% CI: 1.32-3.12)%F <.
Eul

o WEVIZF 180Y W AR T 142U EAYP-S 2.2391(95% CL 1.60-3.1D),
of

o] WA FL =73 thrl 17581(95% Cl: 1.23-2.50) % +-.

_26_

04 W 33 142049 TP 3.8581(95% Cl: 2.19-6.76),
ol A o] BY9E e 2.6301(95% CL: 1.64-4.22), 91873t 1~21 o)l A <]



27 glol A Al HFT(RR: 2.02, 95% CI: 1.05-3.86)% wHrdg A
(IRR: 4.32, 95% CI: 1.61-11.60)3 5% ©](RR: 1.73, 95% CI. 1.73-2.82)°ll 4]
77 #EE

o HF R 1-28L el A= FARR: 2.91, 95% CI: 1.47-5.76),

n] gk

1.25-4.63),

50-64A4|(IRR: 3.41 95%
1.22-8.03) & 754 ©](RR: 4.58, 95% CI: 1.28-16.40) 9=, 5484

[ox SR
=

CL

1.21-9.62),

O AV 0YollAe] FAYTHSY YUY T 275 B4 A7
E 10. Z2UYI9MAl AF S F/4FDALE AP Oigt 225+ 21}
o Risk interval 1~21 days Risk interval 1~28 days
Characteristics  Interval
N (IR") IRR" (95% CT) N (IR” IRR' (95% CT)
Gender
Male RI" 18 (5.30) 2.28 (1.25-4.16) 24 (5.34) 291 (1.47-5.76)
cr’ 20 (2.50) Ref 14 (2.02) Ref
Female RI”ﬂ 17 (4.20) 1.81 (0.98-3.36) 24 (4.52) 240 (1.25-4.63)
CI 25 (2.33) Ref 18 (1.90) Ref
Age
18.29 RI" 6 (6.09) 2.59 (0.87-7.71) 7 (5.45)  2.56 (0.57-11.44)
cr’ 4 (2.35) Ref 3 (2.14) Ref
30.49 RI" 10 (4.45) 1.52 (0.67-3.47) 12 (4.06)  1.40 (0.59-3.34)
cr 14 (3.06) Ref 12 (3.09) Ref
50-64 RI" 7 (4.73) 1.99 (0.77-5.17) 11 (5.51)  3.41 (1.21-9.62)
cr 10 (2.59) Ref 6 (1.79) Ref
65-74 RI" 7 (4.26) 1.90 (0.75-4.83) 11 (4.96)  3.13 (1.22-8.03)
cr’ 11 (2.30) Ref 7 (1.66) Ref
75 RI" 5 (4.57) 2.88 (0.93-8.87) 7 (5.19) 4.58 (1.28-16.40)
B ClI" 6 (1.59) Ref 4 (1.13) Ref
Vaccine product immediately preceding to initial ATM code
RI" 10 (3.73) 1.55 (0.74-3.28) 19 (5.25)  3.36 (1.61-7.00)
AstraZeneca cr 22 (2.53) Ref 13 (1.67) Ref
Pfizer- RI" 17 (4.63) 2.02 (1.05-3.86) 20 (4.24)  1.94 (0.95-3.97)
BioNTech cr 18 (2.36) Ref 15 (2.27) Ref
RI" 6 (6.85)  3.40 (0.81-14.32) 7 (5.92) 3.56 (0.62-20.55)
Moderna cr 3 (2.01) Ref 2 (1.66) Ref
RI" 1 (6.09) 2.68 (0.31-23.39) 1 (4.51) 1.85 (0.21-16.01)
Janssen 1
Cl 2 (2.28) Ref 2 (2.44) Ref
Novavax RI 0(-) j 0(-) j
cr 0 () Ref 0 (-) Ref
Charlson Comorbidity Index
- RI" 9 (6.09)  4.32 (1.61-11.60) 10 (3.63)  2.41 (1.10-5.29)
cr 5 (1.62) Ref 14 (1.51) Ref
s RI" 26 (4.36) 1.73 (1.06-2.82) 33 (2.76)  1.63 (1.09-2.43)
cr 40 (2.63) Ref 80 (1.70) Ref
*[R: Incidence rate.
TIRR: Incidence rate ratio.
195% CI: 95% Confidence interval.
Il RI: Risk interval.
§/CI: Control interval.
o TEVIZF 90Y WA A, dET, gAAITHTYE AddY B M FH 2ol
A2 WAl TF 2 SREES ol s ¢ He 12193 1-28¥9 2 Y
of £1F BHE FANALCE 10
o I 1-21¥o A= FAUMRR: 2.28, 95% CI: 1.25-4.16), A3 F&+d R

5% m

[e)

o 4(RR: 2.40, 95% CI:
65-74A(IRR:  3.13, 95%

o A of2Eg A7} HET(IRR: 3.36, 95% Cl: 1.61-7.00)7 FR-Es Hd4
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HRHIRR: 2.41, 95% CI: 1.10-5.293 53 ©]“3(RR: 1.63, 95% CI: 1.09-2.43)° 4
ofugk S HEH 5

O #WH7IR 180YNA 9] FHIBATE BANDN U 270F 24 A
& 11 2219 JE & W7 1809 oW v/ TAlad T dist 22524 Zat
S Risk interval 1~21 days Risk interval 1~28 days
N (IR*) IRR' (95% CT) N (IR” IRR" (95% CT)
Gender
Male RI" 24 (2.40) 2.01 (1.24-3.25) 30 (3.20)  2.13 (1.33-3.43)
cr 58 (1.20) Ref 39 (1.50) Ref
RI" 21 (2.24) 1.92 (1.16-3.18) 28 (2.81)  1.81 (1.12-2.92)
Female cr 55 (1.17) Ref 40 (1.55) Ref
Age
18.20 RI" 5 (2.80) 2.52 (0.90-7.05) 7 (3.12)  1.93 (0.75-4.94)
cr 11 (1.11) Ref 9 (1.62) Ref
30.49 RI" 12 (2.46) 2.10 (1.05-4.20) 14 (2.51)  1.43 (0.75-2.72)
cr 30 (1.17) Ref 26 (1.76) Ref
£0-64 RI" 13 (2.38) 2.08 (1.10-3.95) 16 (2.85)  1.83 (0.96-3.50)
cr’ 30 (1.15) Ref 20 (1.57) Ref
65-74 RI" 10 (2.54) 222 (1.04-4.73) 13 (3.84)  2.95 (1.34-6.49)
cr 22 (1.14) Ref 13 (1.30) Ref
s RI" 5 (1.51) 1.10 (0.41-2.97) 11 (3.16)  2.48 (1.01-6.08)
- cr 20 (1.38) Ref 8 (1.27) Ref
Vaccine product immediately preceding to initial ATM code
RI" 11 (2.99) 1.76 (0.89-3.45) 21 (4.23)  3.46 (1.91-6.27)
AstraZeneca cr 30 (1.71) Ref 20 (1.23) Ref
Pfizer- RI" 22 (2.59) 1.52 (0.92-2.51) 26 (2.37)  1.39 (0.86-2.24)
BioNTech cr 51 (1.70) Ref 47 (1.71) Ref
RI" 9 (3.89) 271 (1.17-6.26) 10 (3.21) 220 (0.92-5.29)
Moderna cr 10 (1.44) Ref 9 (1.45) Ref
Janssen RI" 1 (457)  2.77 (0.30-25.90) 1 (3.38) 1.96 (0.21-18.36)
cr 3 (1.65) Ref 3 (1.72) Ref
1]
Novavax Rlﬂ 0 (-) ) 0 () )
CI 0 (-) Ref 0 (-) Ref

Charlson Comorbidity Index

s RI" 10 (3.63) 241 (1.10-5.29) 10 (2.74)  1.65 (0.76-3.62)

cr 14 (1.51) Ref 14 (1.66) Ref
s RI" 33 (2.76) 1.63 (1.09-2.43) 48 (3.06)  2.04 (1.41-2.96)
- cr 80 (1.70) Ref 65 (1.50) Ref

*[RR: Incidence rate ratio.

TAdjusted for SARS-CoV-2 variants (delta) and calendar period by fortnight.
195% CI: 95% Confidence interval.

| RI: Risk interval.

9 CI: Control interval.

BA7I7E 1802 WM A, AR, FHIDHSE AAZRE 71 H 2o
AEwe WA TR g BWAT Frol ol NPT 12199 1-8YE
of £1F BHL FHFASE 1D

AP 1219l A= FA4ARR: 2.01, 95% Cl: 1.24-3.25), A (RR: 1.92, 95% CI:
1.16- 318) 30-49A41(IRR:  2.10, 95% CI: 1.05-4.20), 50-64AI(IRR: 2.08, 95% CI:
1.10-3.95), 65-74A4|(IRR: 2.22, 95% CI: 1.04-4.73) %7, g8ddH+HE I &
A 2oy WA HEFFIRR: 2,71, 95% CI 1.17-6.26)% s¥+&3t H4 54 =9k
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(IRR: 2.41, 95% CI: 1.10-5.29)3} 5% ©o]J(RR: 1.63, 95% CI: 1.09-2.43)o| 4 <] H]
g 77 BEE DS

A7 1-28Y A= EAURR: 2.13, 95% CI: 1.33-3.43), 4 (RR: 1.81, 95% CI:
1.12-2.92), 65-74A|(IRR: 2.95, 95% CI: 1.34-6.49) 2 754 o] J(RR: 2.48, 95% CI:
1.01-6.08) dHT, FAIFHFE G A ofx~EgAV7E HE(IRR: 3.46,
95% Cl: 1.91-6.27)7 &svtd gt A 573 o] J(RR: 2.04, 95% Cl: 1.41-2.96)ll A
ogt F7H7F HEEHUS
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ol g7} F3p=olA YA 419 F
hAdOXl c V-19 WAl HET wE HRHGFGTEH
= AdEe 20208 49 23¢9 HEH 11€
Hom 11,636We o A F 379 IFAIFHSFE AErE Rag.
AstraZeneca W4l HE $ 299 FAI DA T EAY o]

e o822 o HEFH BHo] s AL =

Z3P) 3 Z# 9 ChAdOx1 nCoV-19 F7F WAl HE & 4Yx Ex, e 24,
F%23l gAor B oo @A HEz3 7 .
ZToA —’FEFrL;FH“/‘](MenACWY) HE & 68Yol TP oL; WAz

of & X of
2

Y

L2EgoloA 28] AFAAE E47 A3 SARS CoV-2 WAl HFef 7+
g FAEE FEoE 3051doIa vl WA AATE LS ITHFHL
F7hA 1170 R ESS. I T 77olA AstraZeneca WAl & FhH 5
J38%ar Johnson & Johnson ®Al HEFE SAfoA JEH4-H A

#do] ANE EUY WA HE 5 FdHgdo] EAR Saks FrlE BlER]

1) Baxter, R.,

et al., Acute Demyelinating Events Following Vaccines: A Case-Centered Analysis. Clin Infect Dis, 2016.

63(11): p. 1456-1462.

2) Voysey, M.,

et al., Safety and efficacy of the ChAdOx1 nCoV-19 vaccine (AZD1222) against SARS-CoV-2: an interim

analysis of four randomised controlled trials in Brazil, South Africa, and the UK. The Lancet, 2021. 397(10269): p

99-111.

3) Finsterer, J., Neurological side effects of SARS-CoV-2 vaccinations. Acta Neurol Scand, 2022. 145(1): p. 5-9.
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AL W Aol 12710 YA
g0l Uyt Q7oA 1.34~4.60/M3F, SR Drxo]
gxtol A 0.5/9gtojele Ae malstds) Wx) WA HE

20223 124 olggjotolA Hid AAA Zd A oN= 49719 A7 AAA 4
Eof] mgElo] F 91719 CNS E54 %7 ARKI(CIDE)7} BAIEQIS. 24719
ATM, 11749 ADEM, 47749 MS % 9719 NMOSD/MOGAD =3t=l. CIDE=
mRNA(n = 46), adenoviral-vectored (n = 37) ¥ inactivated vaccines (n = 8)
oa EigN ADEM(55%) al NMOSD/MOGAD(56%)2] [ R
adenoviral-vectored vaccineof|A] HAsH 9tH  MS AlF XITH87%) X A EH(56%)
o= mRNA =io] o RIWISHZ. AP o] AR 0| 1(19-88A) of/do] LW
WAl AE S 54 EEVRY AIZF2 ADEM @ NMOSD/MOGAD (12.5€/10¥)9]
A ATM 2 MS (62/72)] Blsl & 2987,

202238 dad F=ub AmQle] W folHet A" 1A} Alw 7|E2 ECOE g
ALolA]  8,330,497%HC] COVID-19 ®RAl HA&EX % ChAdOxl nCoV-19,
BNT162b2, mRNA-1273 = Ad.26.COV2.SE 13] o|4t H&gre Atz (F=: 2021
d 59 99, AHQl: 2021 64 30U7HR])I}F G¥RRIFEE A9 A AME2 2020
| 99 1Y% H SARS-CoV-20 digt A WA] RT-PCR Zip7p /gl Wil
SHX] ¢4& 735,8701He] IS EQF Adl 9]310] 14,330,0809He] AMIXtR LAJE.
SARS-CoV-2 Zd¥At 735,870H-2 ChAdOx1 nCoV-19: 4,376,535%, BNT162b2:
3,588,318, mRNA-1273: 244913%, Ad26.CoV.2: 120,731%Ho] mgtel.
Self-controlled case series analysis 52 0]83%F EAo]x HJ=9] To|E oA =
Ohulo] wrEEe 1.33(1.02~1.74), HAAco] HO 6.89(3.82~12.44), ZedulE S
o] F& 3.53(1.83~6.77)0]% 5. Y Apd WAl FEF B ZSEOA 54
<. Covid-19 41y} o], LA L@, ZAdupeFZea A JHA S
A7ASHA AP Atolof 3-o]/do] H|AEX] dgkout SARS-CoV-2 7
AN = Huty], HALA, Aguie 5279 Yol F7st= o] wAHSs).

4) Hsiao, Y.T., et al., Acute Transverse Myelitis after COVID-19 Vaccination. Medicina (Kaunas), 2021. 57(10).

5) Roman, G.C., et al., Acute Transverse Myelitis (ATM):Clinical Review of 43 Patients With COVID-19-Associated ATM
and 3 Post-Vaccination ATM Serious Adverse Events With the ChAdOxl nCoV-19 Vaccine (AZD1222). Front
Immunol, 2021. 12: p. 653786.

6) Ismail, II and S. Salama, A systematic review of cases of CNS demyelination following COVID-19 vaccination. ]
Neuroimmunol, 2022. 362: p. 577765.

7) Rinaldi, V.,

et al., CNS inflammatory demyelinating events after COVID-19 vaccines: A case series and systematic

review. Front Neurol, 2022. 13: p. 1018785.
., et al., Association between covid-19 vaccination, SARS-CoV-2 infection, and risk of immune mediated
neurological events: population based cohort and self-controlled case series analysis. Bmj, 2022. 376: p. e068373.
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Wol OpenSAFELY ZRB0lA 83 A2, ¥4 UY 2L AY 7|23} IAD G2

17003t % olxe] #At=NEl 12 92 dolelg BARS. 7 WAl e
d

o

H T 2 self-controlled case series (SCCS) designg Apg-6to] ©H =
(GBSY] F% 4~42%4, FH A5d L H 0p8]9] F§& 4~28%)9] ZF Axto
ME H&8 FAT. A= 7,783,441 9] ChAdOx1 ¥WiAl A&EX & GBS(N = 517;
SIS H]S 2.85) 95% CI 2.33-3.47) & WOH|(N = 5,350; 1.39; 1.27-1.53)9] &
g0l 57t ©, ChAdOx1 WAl FEd T Aado] Ay/do izt 3
= QPAE(N = 199: 1.51; 0.96-2.37). 5,729,152 2] BNT162b2 €HAl
= 283; 1.09; 0.75-1.57), FGALAN = 109; 1.62; 0.86-3.03), #Holu|(N
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% preprint HoJEH|o]AS MAXNCR AESNS. T ZAx} COVID-19 WAl HE &
Mad SAF 319(07d 179, @44 149)S Hilshs 28719 A5 =3sion =
=] IpNge)! ot A5 52+ 19A4|9L-. ChAdOx1 nCoV-19 L
(Oxford-AstraZeneca)2 A53HGBUN 5 127H)aF #=Aste] 71 &35F 539 i
o], Sto]XK317 %= 87H), Moderna(317} % 77l), Sinopharm(317] % 37}
Janssen WAI317] & 170)2 &Qld. 42 WAIS] A WA 83 & ¥A]
= 277 Rojgt & 24yt 799 AtoIA HAS. 219t 108 A= Al
288 244 £2 =5(FA Al 248" o ASMRSS) 2 IS(FA A
MRS>3)2 ¥y 933(OR 1.09, 95%CI 1.01-1.18, p-value 0.02) T AU 2]
MRS(OR 17.67, 95% CI 1.46-213.76, p-value 0.024)= AL2AHO] 3]& =fof Of
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o 247191 ATM % 1171 ofdrbdfo]a]A ¥E(46%), 10712 mRNA 7]8H42%), 371
o wlEyget WA(12%)0] met WD WAIC|A B4 WATIAY] W A 6L
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9) Walker, J.L., 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): p. 4479-4487.

10) Ostovan, V.R., et al., Clinical characteristics, radiological features and prognostic factors of transverse myelitis
following COVID-19 vaccination: A systematic review. Mult Scler Relat Disord, 2022. 66: p. 104032.
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o 0721500 =(FDA) = /FHoFF(EMA)OA 515 57§2] SARS-CoV-2 ¥4l
I FAAALF(TM)] I A7 d9le. Ad26.COV2.S(Janssen/Johnson &
Johnson), SARS-CoV-2 vaccines (BNT162b2 [Pfizer/BioNTech], mRNA-1273
[Modernal], ChAdOx1InCov-19[Oxford-AstraZenecal al
NVX-CoV2373[Novavax])?] 571A] ®AIAExE TM Afolo] AW B7iste= A=
SuE of WA, U, dE2gA] 12 E A2 AAIEA7]SH(WHO)S] °F=7tAl
o[E{H|o] 22l VigiBase®] 7HE At HAA HUAME ZARSIE. 20204 129 1Y
E] FDA E+ EMA 2t#o] &2 SARS-CoV-2 ¥iAilo] %% 5 28U
g TM BuE ARgsto] FJHE HdR4(I0)Y E+F 4= A &+
VigiBaseof|A| H1® SARS-CoV-2 WAl ¥ TM A9 o4 A& &
A1 TM2 mRNA 7]9Hn = 364; 1C025 = 0.62) ¥ #F 7]¥9Kn = 136; 1C025 =
0.52) SARS-CoV-2 WAzt Qojnjst Aigdo] &hel®. T2jt TMS o]d ®usl b
&0°] 100%F WAl & 0.28711c2 =57] fjFo] SARS-CoV-2 viol2{2of] ofgh

AL B85S AIEA] e 449 7F SARS-CoV-2 WAl FF S AL 715 Aol

B A8 T™™ AES 2710 algisfof gtohal AjQret2).
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(2) WA HAYS & A+

@A COVID-19¢] wig 47}A 3o #MAilo] glom ZA|ntolzf Al [whole
virus vaccine (live attenuated, inactivated)], Ab Al [nucleic acid vaccine
(mRNA, DNA)], wlolgj~wlguial  [viral vector vaccine (non-replicating,
replicating)], 723 @A HQ] WAl [protein-based (subunit, virus-like particle)]
o] AN, AA niolej~ wWAle okstEAY HIZAASIEH FEH S SARS-CoV-2&
AbEste] BE WoS /g d4F 9Ale SARS-CoV-2 3ol ©@elds 34
3l mMRNA T= DNAE Al X =5t Alx7} FAE A4t es 5. vlo]
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HA I == AA2/32), =
A-AH5/32), AMAZHFA-FARAF/18). FEHede 1299 @
(FAF 69, oA 6ol RuEHAom T B 44.54B6-784DA = WA A

11) Rinaldi, V., et al., CNS inflammatory demyelinating events after COVID-19 vaccines: A case series and systematic
review. Front Neurol, 2022. 13: p. 1018785.

12) Nguyen, S., et al., Transverse Myelitis Following SARS-CoV-2 Vaccination: A Pharmacoepidemiological Study in
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2 814 ¥Ao2 2727t ZAto] Adig|gion, TG Ty walo] Qlglont 7hz ZAF 3 walo
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T WA= O o] Qe 234 ofd o2 BNT162b2 #HAl AF $ 357 & F/o] AlRtE o] 2y 10
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Al % & CNS demyelinating disease A7} E1E 1 Qlon{, mRNA H#Al HE
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O 93t# =7 (epidemiologic evidence) &% H7}
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o zaug ¥ 1
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« COVID-19 Al X3t 37k FA A ARI(Z-vl2] Z52(GBS), AUALA 9 9 upu))o] &
AR TS ZARIE APolME NHS Englande] %912 ol OpenSAFELY ZHE(GP olaijw
DBOIAN S3 A2, WY 4Y U AFY 7|Su BA" g=2o] 1,700% ¥ ol AZRE 1xt oa
HoleHE EA31e. 7z wiAl B = s B2 self-controlled case series (SCCS) designg AE-

sto] WAl AE % 7|7HGBSS] 9 4~42%, WTHAAY U 9 ofu]o] HS 44289)9 2+ Aol tht | opx e apmuzt

Walker. JL-1 - wyg wlge 549, Awhe 778344199 ChAdOxl Al A 5 GBSIN = 517: WAE slg|

(2022)34) 2.85 95% Cl 2.33-3.47) 9 Woju|(N = 5350; 1.39: 1.27-1.53)0] WA¥So] Z7}3. o, ChAdOxl 1%t

A RS FEASGY] A

BNT162b2 W4l &AL % GBS(N = 283; 1.09; 0.75-1.57), AHASANN = 109; 1.62; 0.86-3.03),

oful(N = 3,609: 0.89: 0.76-1.03)2 o5 Mgty wWAwte] Aydo] digt SAL ¢ge. AExoR

ChAdOx1 WAIS A HE3 £ AY-vi2] 552 9 ool rlsel 3718 pakgiont Wy g%

o2 Qg ATty ek PPl m Ao SPEs Wole

N

- 20224 WEH QZHCPRD DB)# AF|QU(SIDIAP DB)o] He clojele} 4 14} A& 7|2¢ Effjz
3t olgLof|A] 8,330,497% 0] COVID-19 Al MZEA} & ChAdOxl nCoV-19, BNT162b2, mRNA-1273
L Ad.26.COV2.S2 13] o4} MEHre el = 20219 59 92, AH|9l: 20214 64 30U7IA)u}
ATRIFLES FAF. A AES2 20209 9¥€ 1Y4HE SARS-CoV-20] tigt A ¥} RT-PCR 237t &

| gol WAl FEstAl ehe 735,870W0] msESH Uwh A7 14,330,080H0 Avpatz pAg. | CrAEEIHTE

LL X. SARS-CoV-2 ZrAl 735870%W-2 ChAdOxl nCoV-19: 4,376,535%, BNT162b2: 3,588,318%, glo)zt
(2022)35) mRNA-1273: 244,913%, Ad26.CoV.2: 120,731%Ho] m3t=l  Self-controlled case series analysis & R=]8
2 olgst EAolM omol oolgoy wopule] wHES 1.33(1.02~1.74). HARYY AL ob Al

6.89(3.82~12.44), A E 50| 4L 3.53(1.83~6.77)0|0S. AGHLHL WA FEF 2E 3 o

oA 57 ojgte g £ 323, Covid-19 WAyl #lopy], WX 4A, ZAfdle5od U A LHHe

uj7) A7t AR Afolofl [-9]/do] AL A] grol} SARS-CoV-2 TAAAIM = #Hoty], ¥ +a,

At 557t e] o] F7tok= Zo] HAE.

rE o
19 |m 4
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34) Walker, J.L., 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): p. 4479-4487.

35) Li, X., et al., Association between covid-19 vaccination, SARS-CoV-2 infection, and risk of immune mediated neurological events: population based cohort and self-controlled
case series analysis. Bmj, 2022. 376: p. e068373.
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South AfricaolA] national Electronic Vaccination Data System (EVDS)o] =% 184 o]Af

Takuva healthcare workersS-< thAtoz 3t obMl WAl AE S X7} B S 7|80 2 3} open-label phase

3 (2022)36) 3b studyol|A] severe adverse events (SAEs)%3 31@/] HEF, HAMAS, AF AW X5, 44 &4
U Z5, Woth], AT £A[0.08 (0.01-0.27)], A W AZHY] 732 O/E H[&L2 1 O]FHo] g

od 2ZH Ao dagFES ALt T Z2U19NA HEFT &
& HrstaAl 39w, A7l 28R (self-controlled case series) $3--
gt Z2H9NAY FAITFHFA e AT HUME Fs Ay, #E7)T 270
A CoVaSC Jd W YFFIE TN HE F 14292 HANES wo HAYFL 2T HA
(2023) Hlal 2.448) E3tom, FAHCE FOde. AP TS ZEUHIINA HF F 1-21LF | Z2y199HAl
8YE MAslY W E BAS £33 A 2192 I FNE ARSI S wo Ty F
L oz 3tel wis] 2194, 28¥Y=Z YFFIHE EAHSANS wo AT L =3 v
2.158) FSAIH o2 FoA =& Aoz AEH.

36) Takuva S, Takalani A, Seocharan I, et al. Safety evaluation of the single-dose Ad26.COV2.S vaccine among healthcare workers in the Sisonke study in South Africa: A phase

3b implementation trial. PLoS Med. 2022:19(6):e1004024.
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2) 71%=EA

O =EUI9MA 13 HF ol F 2709 olvo] FHAFHHHFUC] A2 WA B
1399 A7 54 2 AE 54 o E 149 2

B 14 29NN BE § IYUFHHALY WY BAY AeA Sy

Characteristics N (%)
Total 13 (100.0%)
Age
18-29 3 (23.1%)
30-49 4 (30.8%)
50-64 5 (38.5%)
65-74 0 (0.0%)
Over 75 1 (7.7%)
Gender
Male 7 (53.9%)
Female 6 (46.2%)
Months of 1st vaccination
February 0 (0.0%)
March 2 (15.4%)
April 2 (15.4%)
May 0 (0.0%)
June 4 (30.8%)
July 2 (15.4%)
August 0 (0.0%)
September 2 (15.4%)
October 0 (0.0%)
November 1 (7.7%)
December 0 (0.0%)
Insurance type
Health insurance 13 (100.0%)
Medical aid 0 (0.0%)
Type of vaccination
AstraZeneca 5 (38.5%)
Pfizer—BioNTech 6 (46.2%)
Moderna 2 (15.4%)
Janssen 0 (0.0%)
Novavax 0 (0.0%)
Vaccine doses (1st dose)
AstraZeneca 6 (46.2%)
Pfizer—BioNTech 6 (46.2%)
Moderna 1 (7.7%)
Janssen 0 (0.0%)
Vaccine doses (2nd dose)
AstraZeneca 2 (15.4%)
Pfizer—BioNTech 5 (38.5%)
Moderna 0 (0.0%)
Novavax 0 (0.0%)
Not vaccinated 6 (46.2%)
Vaccine doses (3rd dose)
AstraZeneca 0 (0.0%)
Pfizer—BioNTech 0 (0.0%)
Moderna 1 (7.7%)
Novavax 0 (0.0%)
Not vaccinated 12 (92.3%)
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NO. OF ADEM CASES

1

Vaccination status on the date of ADEM diagnosis

Ist dose only 6 (46.2%)

Fully vaccinated 6 (46.2%)

Extra vaccinated 1 (7.7%)
Vaccination status during the entire study period

Ist dose only 6 (46.2%)

Fully vaccinated 6 (46.2%)

—_

Extra vaccinated (7.7%)

FATRFAAE 2 Bl A¥E EXE 50-6447F 58(38.5%) 2 JH Bkon,
30-4901 A 47(30.8.3%), 18-29A]o 4 3w (23.1%), 754 ol’dolA 1H(7.7%o=
El

FRAGTAEATE A AE BExs $A8(TY, 53.9%°] 3469, 46.2%)E Tt
o E%E.

AA AL GHTd 29 HF /z}ﬂ%fé% FEUHINA S 137hA T e
3 z}9} 23} 7]43577}%] ol 23 3} Zt 6%8(46.2%)°11 2., 32 HF7HA ¢=
& A= 19H(7.7%)°1 A

AEAN AT B BA N ZZUI9MA HE HE Bx

21 31 1 5 61 71 81 91 101 111 121 131 141 151 161 171
NO. OF DAYS FROM 1ST COVID-19 VACCINATION TO ADEM DIAGNOSIS

I3 15, I 2UH9ERAL 1R} AE o]

ol
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O ZEZU19MA 12 HF o] F 90¥4 7 180 olulol FATFTAHZFHo] A= LAY
el AT 54 @ HE EHS e E 159 2L
15 ZRU19MA BE § FANENLASG DA Aol Apete S
. 90 days 180 days
Characteristics N %) N %)
Total 10 (100.0%) 12 (100.0%)
Age
18-29 2 (20.0%) 3 (25.0%)
30-49 3 (30.0%) 4 (33.3%)
50-64 4 (40.0%) 4 (33.3%)
65-74 0 (0.0%) 0 (0.0%)
Over 75 1 (10.0%) 1 (8.3%)
Gender
Male 5 (50.0%) 6 (50.0%)
Female 5 (50.0%) 6 (50.0%)
Months of 1st vaccination
February 0 (0.0%) 0 (0.0%)
March 2 (20.0%) 2 (16.7%)
April 2 (20.0%) 2 (16.7%)
May 0 (0.0%) 0 (0.0%)
June 2 (20.0%) 3 (25.0%)
July 1 (10.0%) 2 (16.7%)
August 0 (0.0%) 0 (0.0%)
September 2 (20.0%) 2 (16.7%)
October 0 (0.0%) 0 (0.0%)
November 1 (10.0%) 1 (8.3%)
December 0 (0.0%) 0 (0.0%)
Insurance type
Health insurance 10 (100.0%) 12 (100.0%)
Medical aid 0 (0.0%) 0 (0.0%)
Vaccine product immediately preceding to initial ATM code
AstraZeneca 5 (50.0%) 5 (41.7%)
Pfizer—BioNTech 4 (40.0%) 6 (50.0%)
Moderna 1 (10.0%) 1 (8.3%)
Janssen 0 (0.0%) 0 (0.0%)
Novavax 0 (0.0%) 0 (0.0%)
Vaccine doses (1st dose)
AstraZeneca 5 (50.0%) 5 (41.7%)
Pfizer—BioNTech 4 (40.0%) 6 (50.0%)
Moderna 1 (10.0%) 1 (8.3%)
Janssen 0 (0.0%) 0 (0.0%)
Vaccine doses (2nd dose)
AstraZeneca 1 (10.0%) 1 (8.3%)
Pfizer—BioNTech 3 (30.0%) 5 (41.7%)
Moderna 0 (0.0%) 0 (0.0%)
Novavax 0 (0.0%) 0 (0.0%)
Not vaccinated 6 (60.0%) 6 (50.0%)
Vaccine doses (3rd dose)
AstraZeneca 0 (0.0%) 0 (0.0%)
Pfizer—BioNTech 0 (0.0%) 0 (0.0%)
Moderna 0 (0.0%) 0 (0.0%)
Novavax 0 (0.0%) 0 (0.0%)
Not vaccinated 10 (100.0%) 12 (100.0%)
Vaccination status on the date of ATM diagnosis
Ist dose only 6 (60.0%) 6 (50.0%)
Fully vaccinated 4 (40.0%) 6 (50.0%)
Extra vaccinated 0 (0.0%) 0 (0.0%)

_57_



Vaccination status during the entire study period

Ist dose only 6 (60.0%) 6 (50.0%)
Fully vaccinated 4 (40.0%) 6 (50.0%)
Extra vaccinated 0 (0.0%) 0 (0.0%)
(3) SCCS &4 A3
= 16, 229N BF § FYUFYHALY W] O3t SCCS B4 A
No. of cases Incidence rate per person-year
IRR (95% CI)
Risk interval Control interval Risk interval Control interval
Days 1~42 post-vaccination for risk interval (Primary analysis)
10 3 4.75 0.50 9.48 (2.64733.04)
Days 1~21 post-vaccination for risk interval (Sensitivity analysis)
4 9 3.48 1.30 2.68 (0.80—8.94)
Days 1~28 post-vaccination for risk interval (Sensitivity analysis)
5 8 3.35 1.21 2.76 (0.88-8.64)

¢ SCCS AFAAE A8ste] #F7ZT 2
17292 dAste F4RT AT A3
w3 A Aol e AP =
Cl: 2.64-33.002 ol HF S717F dZHA

o AFTNE 121U E A s BAY dn 22199 HE 5 gt
oMo SARITAHATE TAAF LS 3Tl Ao FAANP thn] 2.6891(95%
CL 0.80-8.90)= % 913 SVl #EHA I+

. APTNE 128U T AHke] BAG Ash mEHI9RA HE B S FTIoIA ¢

43
FAREYAASY BAANF e UET
0.88-8.60011F A2 FolakA %
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(4) SCCS 21 F 54 A7
- BEYZ 2709 W ZEUIOBA HE F P TIHS 429 o] WE MAs g,
AYZ, FANEAHASLY A9 Hd PR WA L FVARA 5] BE &
2FEA ARs e

E 17 22U19 WA FF
AP 429)

QoA AP ther 27584 2 (Primary analysis:

No. of cases Incidence rate per person-year

Subgroup Risk Control Risk Control IRR (95% CI)
interval interval interval interval
Gender
Male 5 2 3.65 0.65 5.76 (1.2925.77)
Female 5 1 6.79 0.35 19.22 (2.00~184.4)
Age
18-29 1 2 1.96 1.19  1.65 (0.15718.54)
30-49 3 1 5.12 049 10.46 (1.017108.3)
50-64 5 0 - - -
65-74 0 0 - - -
=75 1 0 - - -
Vaccine product immediately preceding to initial ATM code
AstraZeneca 5 0 - - -
Pfizer—-BioNTech 3 3 3.05 1.06 2.88 (0.64-13.00)
Moderna 2 0 - - -
Janssen 0 0 - - -
Novavax 0 0 - - -
Charlson comorbidity index
Score < 5 9 3 4.78 0.55 8.75 (2.37732.26)
Score = 5 1 0 - - -

o AWHdAN = FAG.768, 95% ClL 1.29-25.77)7 o1/3(19.224l, 95% Cl: 2.00-184.4)

QBTN AL BT A5

AL E S tEzTholAe] TAER v

ste o, Fo3 AF SUPF #EHASH, 30-494 AP TolA= 10.4691(95%
Cl: 1.01-108.3), s¥H&2 A7 53 mIRER)]l o= A@FEoNA o] S o]
kel A o] B thiul 8.7581(95% Cl: 2.37-32.2600= v gt 717k o3

= 3+
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o T[ETZ 270Y U AFTFHS 20U 28U T AT BN A, AHE, WA
A% A, 94 FF 2 SNABAS BE 20584 AFE of = 187
=

H 18 Z2419 B4 AF & S4TE A SE A Oist AR dak (HFA]T 21, 289)
L. Risk 21 days 28 dyas
Characteristics jneryal N (IR) RR™ (95% CT) N (IR) RR™ (95% CT)
Gender
Male RI" 3 (3.91) 3.67 (0.81-16.55) 3 (3.04)  2.69 (0.61-11.84)
cr 4 (1.07) Ref 4 (1.13) Ref
RI" 1 (2.61) 1.66 (0.16-16.90) 2 (3.95)  3.02 (0.50-18.28)
Female cr 5 (1.57) Ref 4 (131) Ref
Age
I _ _ —
18-29 RIﬂ 0 () 0 ()
CI 3 (1.61) Ref 3 (1.00) Ref
30.49 RI" 2 (6.09) 6.97 (0.85-57.35) 3 (6.94) 15.23 (1.40-165.3)
) cr 2 (0.87) Ref 1 (0.46) Ref
50-64 RI" 1 (228) 1.53 (0.17-13.87) 1 (1.69) 1.07 (0.12-9.73)
cr 4 (1.50) Ref 4 (1.59) Ref
I _ _ —
CI 0 (-) Ref 0 (-) Ref
s RI" 1 (3.25) - 1 (13.53) -
B cr 0 (0.00) Ref 0 (0.00) Ref
Vaccine product immediately preceding to initial ATM code
RI" 2 (6.09) 5.68 (0.97-33.30) 2 (4.54)  4.04 (0.69-23.68)
AstraZeneca cr 3 (1.07) Ref 3 (1.12) Ref
Pfizer— RI" 2 (3.32)  2.65 (0.52-13.40) 2 (2.66) 2.03 (0.42-9.78)
BioNTech cr 4 (1.25) Ref 4 (1.31) Ref
I —_ -
Moderna RIﬂ 0 (-) 1 (3.38)  2.89 (0.11-73.96)
CI 2 (2.15) Ref 1 (1.17) Ref
I — _ —
Janssen RIV 0 () 0 ()
CI 0 () Ref 0 () Ref
I _ _ —
Novavax Rlﬂ 0¢) 0¢)
CI 0 () Ref 0 () Ref
Charlson Comorbidity Index
<5 RI" 3 (2.88)  2.02 (0.53-7.76) 4 (2.98) 224 (0.65-7.71)
cr 9 (1.43) Ref 8 (1.33) Ref
s RI" 1 (9.13) - 1 (6.76) -
B cr 0 () Ref 0 () Ref
- ZEUI9NMA HEF F 219 oJUlE AT E At AOFEA A, A@TE
oA e FAFTAHATE HAAT S HExTIolAY TAAFH v S +r
% 919 Frhe BHHA AP
- AV W S 289 ol E AASIY AOFEAS T Ao A= 30-49
Al dE oA A FIEA Y SR APl thE7XF vl 15.239)
2 folvd $7h7} B,
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WA FYALALA AP LS BUg AsteT
|

Vaccine Safety Datalink(VSD)= wl= A® A A E(CDC) o33 &=
= A9 oAy FHYEA=E o] FYA o R oF 64008 o] WA HF
T FAE i 4% sARTAHATEY A 8dvte] W 5-28Y Ao
I =& 71 5 dUAHES S wgen FANTAAHATE U 5~289 F 9
Tdap *%& 15.8095% [CI, 1.2-471.6, P= 0H2 FATEAHH4d5} Tdap 41
o] AFAol AL F YA ZFHH(excess risk)S HEH WA 1009H0F 1.16

20214 59 @7bx EUEEASIA 1049 4334325 @0] ofmEehAu7hna
A% F nuEov s AL HAA go} F71 HolEE FHstel Wi
A SOt ol F Wale] AF Huel FrlsAL Aspyol FAHAE %
o rEe o)A 28| ATARE £HF A3} SARS C *
I A FEOE 051A01UT FARFARHFG L T Hgw,

=]

o
A\
N
o)
ot

gt AW FA A w=2d 20213 3¢ 224 FE 20219 7Y 28¥€71A] ARk
HES AZE olF tiwels FER WAL 9987157401 HAE AEE 5620
Aol MIHATL F5 HAE Ad 254878 F FARNTANASA 270 I
=]40),

A=Al 27] WMAHFT 114L3 27149 8197k o] ChAdOx1 HFE + 3719

37) Huynh, W., et al., Post-vaccination encephalomyelitis: literature review and illustrative case. ] Clin Neurosci, 2008.
15(12): p. 1315-22.

38) Baxter, R., et al., Acute Demyelinating Events Following Vaccines: A Case-Centered Analysis. Clin Infect Dis, 2016.
63(11): p. 1456-1462.

39) Finsterer, J., Neurological side effects of SARS-CoV-2 vaccinations. Acta Neurol Scand, 2022. 145(1): p. 5-9.

40) Hsiao, Y.T., et al., Acute Transverse Myelitis after COVID-19 Vaccination. Medicina (Kaunas), 2021. 57(10).
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ADEM AH|7} Ba1 = QA o]= ADEMe] 749 0.367/9vt o= Sl o]A A
AAH o= Y A3 &= ADEM«] Az LAY E(3.2-4/W R
U &3 vl wste] WA HF & ADEM EH EQ SVl gle Aoz 34,
@A 72 COVID-19 w4l Qb A dHolE = A7 =3 oA ADEMe 93
ArgskA] ko Oxford/Astra-Zeneca COVID-19 #alof ot z7] A Alg
2718 Fd H44d o] dAF o m FHREJAT, HFo] o= s
018tz Y= AowE FAEHJT wUFAE “Janssen”  Ad26.COV2.S  wBAL
“Moderna“ mRNA-1273 SARS-CoV-2 ¥4l “Pfizer” BNT162b2 mRNA COVD 19
WAl =2l “Sputnik V¢ Gam-COVIDe] %7] &% % <tdA Ald-& ADEMS HZ-&
o7 A¥HstA il 542,
AAD AE 2 v BEAL 93 A3 By FEPRISMA) A Hd wal 20200
1 1Y RE 20219 12€ 31L7HA] AAE dZEE a8t PubMed, SCOPUS
2 Google Scholar ©lo]EHlo]2eA AAZAH HEE F3s AFoA 11719
ADEM % 6712 oldlxnlolzl2~ wWE3SE $(55%), 37112 mRNA 71¥H27%), 2712
HI 235t wAl(18%) Fo A WA HIFHE T4 TA7AY B A
1259 2~30D) 1AL, 1S A BE A7 oz 79 Fo T Fa o
BHe 46A o oA Aol o BekS(73%)43.
20203 €] Pfizer-BioNTech®} Moderna SARS-CoV-2 WAl Zloll w3} A A A 2
o2 9 3 EaFo] mRNA 7]¥F SARS-CoV-2 #Wjilo] 29 5Hwtks] o]y Foj=
Jeo A T 237) BHY olg Al2H YolA] mRNA 7]¥F SARS-CoV-2 #j1lS %
oArke & 23 ojyjo] AIZ WHTE CNS A3 Fgho] W 5o A AMHE
A HFE T WY 7199 ONS Feo= 53de|%lal ADEM2 3 o]+
mRNA 7|9k WAl HF3 o4lu= W 7] AA3eE 28 Ay Atole]
AA ARPES Hrkske o 2 R AYH A7 2838t mRNA 7w
SARS-CoV-2 W4lo] Ap-go] &2 o2 HAgW,

41) Maramattom, B.V., R.S. Lotlikar, and S. Sukumaran, Central nervous system adverse events after ChAdOxl
vaccination. Neurol Sci, 2022. 43(6): p. 3503-3507.

42) Permezel, F., et al., Acute disseminated encephalomyelitis (ADEM) following recent Oxford/AstraZeneca COVID-19
vaccination. Forensic Sci Med Pathol, 2022. 18(1): p. 74-79.

43) Rinaldi, V., et al., CNS inflammatory demyelinating events after COVID-19 vaccines: A case series and systematic
review. Front Neurol, 2022. 13: p. 1018785.

44) Ballout, A.A., et al., A Single-Health System Case Series of New-Onset CNS Inflammatory Disorders Temporally
Associated With mRNA-Based SARS-CoV-2 Vaccines. Front Neurol, 2022. 13: p. 796882.
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AE 5 14 2T dREEY [22/32(68 8%)] M &3
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O -COVID-19 #WAldl= F 7FA 74 847 Jow F3 At 548 T Al=z7t 8+
54 &-<d(pathogen-specific antigen)¥ + WA ASE AFstr A ¢

o HhgS AT ¢ Y HEAduvant)7t IA4Y. ¢
25 EA Z¥(molecular mimicry) % ol E=Z  3HiH(epitope

45) Ismail, II and S. Salama, A systematic review of cases of CNS demyelination following COVID-19 vaccination. ]
Neuroimmunol, 2022. 362: p. 577765.

46) Ismail, II and S. Salama, A systematic review of cases of CNS demyelination following COVID-19 vaccination. ]
Neuroimmunol, 2022. 362: p. 577765.

47) Ismail, II and S. Salama, A systematic review of cases of CNS demyelination following COVID-19 vaccination. ]

Neuroimmunol, 2022. 362: p. 577765.
48) Rinaldi, V., et al., CNS inflammatory demyelinating events after COVID-19 vaccines: A case series and systematic
review. Front Neurol, 2022. 13: p. 1018785.
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2) AFAA 720 mE AR ZARTL

O COVID-19 Vaccine and acute disseminated encephalomyelitis

7]%(Criterion)

Hill

Committee of
US Surgeon
General

Z 7| (Evidence)

T py

2 ofy

A Y=
(Strength of
association)

A =
(Strength of
association)

QAERoLoA 28We] ALALE BAF A3 SARS CoV-2

WA JEY Mg et RAES FEoR 305170l v

OEgdedsde 149t BuE. [Acta Neurol Scand,
|

2022.145(1): p.5-9.

oot AYSA YA 2y 20219 3¥ 228 %H 20219
74 28Y7HA] oA EE AESE o] ffjgtofA] FEE WAl
9,987,157710]11 HBAF2 A= 5620710] B1EYY £5 B
Ag Al 25487 3 FAUEHHALY 220 g
[Medicina(Kaunas),2021.57(10).]

owoAl  X7] WAIEE  1171¥€7 270K 8199ty o]
ChAdOxl B% % 3719 ADEM At7F H1Ey o=
ADEM®] 79 0.3671/8gt o2 =olgl. o]3e A AAdoz
Alod A}3] =S ADEMO] 7t WAYE(3.2-4/4uha} ] mEn],
AlelAte] Wy} vjastel WA HE & ADEM Wyge| 5
7= gl Zlo=z 3H0l¥l [Maramattom, B.V., R.S. Lotlikar,
and S. Sukumaran, Central nervous system adverse
events after ChAdOxl vaccination. Neurol Sci, 2022.
43(6): p. 3503-3507.]

AR|7FA] COVID-19 HRAl QFR/d ol A7 LAHOIA
ADEMO] 93 Z715 MHUstA] o Oxford/Astra-Zeneca
COVID-19 uBAlo] tfjgh £7] tAg AL 2719 Id A4
0|3 JA|Mo g FHEUXIG, FFo| olE Akl Hets] 7]
QISHA] 9= Aoz w|HEEQY  u7IX]2  "Janssen’
Ad26.COV2.S ®iXAl, "Moderna" mRNA-1273 SARS-CoV-2
9BA] "Pfizer" BNT162b2 mRNA COVID-19 ¥BAl @ "Sputnik
V' Gam-COVID9] %7] &% ¥ oA A|g2 ADEMS 2Ah
|07 AWHSIX] 9F1 9l& [Permezel, F., et al., Acute
disseminated encephalomyelitis (ADEM) following recent
Oxford/AstraZeneca COVID-19 vaccination. Forensic Sci
Med Pathol, 2022. 18(1): p. 74-79.]
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A 0 29E 70| ofd AEY UL Jwos @ WA

AT s AT ol DA AT A

5 3
o2 ojo] 1 = "} 9-&. [Curr Opin Neurol 2007;20:247-
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HO5t thoFst AAMA HH2 ZH= oAb Asto 2 A At

a o 1 =2 Rue w “ o
FyuALdo] mzeeqlols Myl Y by E5
A% 5 ol AL 49 ¥ O AT ARl A
= A9 HuER ¢ty 2 4 92 [J] Neuroimmunol,
2022. 362.p.577765.]
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(molecular mimicry) ¥ oojE= &AHepitope spreading)®
2 A&t [Rinaldi, V., et al.,, CNS inflammatory
demyelinating events after COVID-19 vaccines: A case
series and systematic review. Front Neurol, 2022. 13: p.
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o QlmoflA E7] WARAS 117547 270A19 8199t o] ChAdOx1 & & 3719] ADEM AH7} HilE
| | Maramattom, B.V. U3l o= ADEMO] 49 0.3671/9gF o2 &elg. o]72 A AARcr X Ate] =5 ADEMO| < of A E a7}
(2022)49) S (3.2-4/9Th) a0t vl wE D, AL U E)F vwsto] WA JF § ADEM ¥HEQ 7|
Ut Aoz skeld.
o HX7FA] COVID-19 HRAl QMA/d HolH &= A+ ZATo|A ADEMO] & 5715 HYsHA] odod
Oxford/Astra-Zeneca COVID-19 #BAlo| dfst £7] QMR AL 2719] TA LA o]|S AR|A O
, | Permezel, F. 2 Z0EgrR AEo] oS Alo] Wats] 7|QletA] - Aoz WHE QW npEIEK 2 anssen” AR
(2022)50) Ad26.COV2.S wi4l, "Moderna”" mRNA-1273 SARS-CoV-2 ®BAl, "Pfizer" BNT162b2 mRNA | 3 z1}19uial
COVID-19 ##Al 9] "Sputnik V" Gam-COVIDQ9] £7] 8% 4 orXA A|FL ADEME EAIg o2 Al
Waix] orm 91 S
e 20208 X-E Pfizer-BioNTech®@} Moderna SARS-CoV-2 HiA] Zto]] o]=23t A ANAAC=Z 49 3 B
Zol mRNA 7|8t SARS-CoV-2 ®iAilo] 2 54Tts] o]t T oA & 2371 HY & AlA
Ballout. A.A & oAl mRNA 7]§t SARS-CoV-2 ¥WHAlS BojRt2 & 2% ojuyjo] A= Wgst CNS 5744 A
3 o o] Wit 5o] SHx} AllE wual WAl AF § 9iel 7]Yo] CNS Ao 5790197 ADEME 3| mRNA
(2022)2Y 7 0|91, mRNA 7]¢F Al A ojel: Wel s|Uo] AASHE RAg WAy Abolo] A An
4& Fotste o 2 #29 AYA A+7F Has5tH mRNA 7|¥F SARS-CoV-2 ¥iilo] AR&o] X|&
Moz HAHE.

49) Maramattom, B.V., R.S. Lotlikar, and S. Sukumaran, Central nervous system adverse events after ChAdOx1 vaccination. Neurol Sci, 2022. 43(6): p. 3503-3507.

50) Permezel, F., et al., Acute disseminated encephalomyelitis (ADEM) following recent Oxford/AstraZeneca COVID-19 vaccination. Forensic Sci Med Pathol, 2022. 18(1): p. 74-79.

51) Ballout, A.A., et al., A Single-Health System Case Series of New-Onset CNS Inflammatory Disorders Temporally Associated With mRNA-Based SARS-CoV-2 Vaccines. Front
Neurol, 2022. 13: p. 796882.
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inadequate to accept or reject a causal relationship)il & £ 92

Qlaty =7t

91

EPIDEMIOLOGIC ASSESSMENT MECHANISTIC ASSESSMENT CAUSALITY CONCLUSION
" e I | e m I-:;dlqnm Favors . .
et |increasedrisk) | arnoctiect; | Limited | Insufficient| | Strong | mediate | mediate | Weak Lacking orfieject | Rejection | Acceptance Iﬁ.gus! !_'f
Maderate l ‘ ‘
fimcreased risk]
I Favors
Acceptance
Inter- l ‘
mediate
l ‘ l Favors
Rejection
Moderate (gecressed risk or o etfect], ‘ ‘
Limited, or Insufficlent™*
Inadequate
| to Acept
or Reject
Low-intermediate,
Weak, or Lacking®**

* Causality conclusion is favoers rejection only if mechanistic assessment ismot strong ar intermediate.
** Causality conclusion is inadequate to accept ar reject anly if mechanistic assessment is pot strong or intermediate.
“** Causality conclusion is inadequate 1o accept of reject only if epidemiologic assessment is mot high (increased risk}, high (decreased risi or no effect), or moderate (increased risk).

FIGURE S-2 Strength of evidence that determined the causality conclusions.
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