20229 32419

{278 HE

2023.04.27.

A
—oLwLT lﬂ El
COVID-19 Vaccine Safety Research Center

5120 DRLH9HIMOPHAR

SHS[212]

- O

ST

MNational Academy of Medicine of Korea

A B
& ¥ e
& -4
- ‘.. i
| i _i r
o PR L




I Abstract
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320143 1€5E 2022 124714 23 HES 2 2 ¢, 22 E

(291 =, 78/100,000%8)

A=

@oos oy 19 29 39 49 59 69 74 84 %Y 104 114 1Y A
2014 QRS 844 943 932 890 840 774 783 720 638 729 744 799 9,636
(41,465,551) =2AE  2.04 227 225 215 203 187 189 174 154 176 179 193 2324
0159 W% 902 886 1072 997 935 700 766 722 700 775 749 784 9.997
(41838609 =uuE 215 212 256 238 223 169 183 172 167 185 179 187 2387
201614 9= 880 954 1,004 964 935 919 840 845 778 785 822 891 10,617
4227544 =HWE 208 226 237 228 221 217 199 200 184 186 194 211 2511
2017 W% 89 908 1017 958 985 919 941 868 738 745 859 929 10761
(42,633,715 =2AE 210 213 239 225 231 216 221 204 173 175 201 218 2524
2018w QA4 1,329 903 1,076 1,069 1,089 943 897 883 703 994 866 912 11,664
(42983146) =WWE 300 210 250 249 253 219 209 205 164 231 201 212 2714
20199 wgs 1107 768 982 1046 1079 991 1043 936 820 900 940 945 11557
(43204927) ZMAE 256 177 227 242 249 220 241 216 189 208 217 218 2669
20008 W% 1028 861 885 798 854 85 994 787 746 846 875 875 10434
(43538942) =WWE 236 198 203 183 196 203 228 181 171 194 201 201 2396
2021 QA4 986 864 1,103 1,076 1,009 950 961 920 850 905 1,067 979 11,670
(43,744,537) =2AE 225 198 252 246 231 217 220 210 194 207 244 224 26.68
20221 WAl 939 942 1,127 1,268 1,198 1,184 1,141 1,226 1,076 1,091 1,154 1,147 13,493
(43889.06) =WWE 214 215 257 289 273 270 260 279 245 249 263 261 3074
74 TAE T oW Z=Ng nizk BAolNe] LR WA F ZRAE
(<1: =, m/100,000%)
@oas gy 19 29 3% 40 59 69 748U oW 104 14 124 A
200 w4 1028 861 883 798 853 885 993 785 744 842 873 862 10407
(43538942) =uwE 236 198 203 183 196 203 228 180 171 193 201 198 2390
2001 WPy 963 843 1093 1068 993 936 954 895 826 883 1041 934 11439
13744530 Z=UAHE 221 194 250 244 227 214 218 205 189 202 238 214 2615
2022 drAlg= 871 877 864 814 794 848 842 792 647 654 738 791 9,532
(43,889,026) ==rAE 198 200 1.97 185 181 193 192 180 147 149 168 180 21.72




O ARIMA &4 RN E/7| TN E
colZE mEdA 20219 39RE 20223 129744 Selet AA ATl A A

HAg TAYELS 2.0771/100,000%/4, 37| AATAE #FA= 2.4071/100,00078/2
ol ASk thul AAl #EZe] EAYEY= 116 (95% Cl 1.14-1.18)= 23 Afol&

HE A+ (p <0.00D).

- A4 HAAS WY old =29 FUYE BAZ AT A (DFEEA)
Cdl 28 melo)a 20219 3LRE 20229 129704 $eluE AA APAA A
HAS BAES 2.057/100,0008/9, B/ AABAE BEH = 2.017/100,000% /2
o). A3k tiHl AA ;Lo LA EH = 0.981 (95% CI 0.96-1.000= F2lgk =}o]

AR -

7F YERA &= (p = 0.069).

o

o 19 20219 3€-20224 129 7HEA HAE Ak

19 2021 39-2022'd 12 HEA HE gk old ZELH9 H7+d 3R] 7|ty BT}
71 E AATYE AR E

32021 3€-2022d 12€ A HiAge] R AES ALY E

A < AALAYE* 7Y E* AEH (95% CD p-value

AA 44 #HAdg 2.398 2.066 1.16 (1.138, 1.184) < 0.001

24 A A ol

F2Z1H9 ¥ b
* 9 (/100,000% /month)

2.011 2.051 0.981 (0.961, 1.002) 0.069




- AA HEA HES Y] A, ARE AR A A 60-804] o], oA 60-69

Al, 80A o) AR TSl Z1HA ti¥l =2 #SHo] e e, 1dAd HA
3 At ojd IE 9N SRl A FHA 60-69A41, 143 30-39A4, 50-59A4 A= ol A
7198k el el ahAl w2 g, FA 804l o4, oA 704 o) AP LolA ZIAF thH

1)+ O
FOIA B ol BEIUL.

o

32021 3€-2022d 12€ b HEgke) T ES} AAEAE (3, dR9)

AL 2 AAEYE* ZlEg g BAAER (5% CD  p-value
AA pdd HEdg
A4
18-29 0.088 0.093 0.946 (0.672, 1.33) 0.803
30-39 0.197 0.162 1.214 (0.939, 1.574) 0.144
40-49 0.367 0.328 1.119 (0.946, 1.323) 0.195
50-59 1.140 1.060 1.075 (0.982, 1.178) 0.118
60-69 4.552 4.406 1.033 (0.983, 1.086) 0.204
70-79 13.873 11.665 1.189 (1.14, 1.241) < 0.001
80+ 26.828 19.444 1.38 (1.313, 145 < 0.001
173
18-29 0.102 0.087 1.175 (0.828, 1.671) 0.393
30-39 0.190 0.230 0.826 (0.645, 1.055) 0.129
40-49 0.411 0.370 1.112 (0.947, 1.306) 0.2
50-39 0.890 0.916 0.972 (0.878, 1.076) 0.991
60-69 2.134 1.757 1.214 (1.126, 1.309) < 0.001
70-79 0.059 4.825 1.048 (0.985, 1.116) 0.138
80+ 10.917 8.601 1.269 (1.202, 1.34) < 0.001
A HES e o) 29 Bz b
A4
18-29 0.070 0.093 0.757 (0.525, 1.085) 0.136
30-39 0.156 0.162 0.964 (0.733, 1.267) 0.84
40-49 0.295 0.323 0.914 (0.765, 1.091) 0.329
50-59 0.965 1.032 0.935 (0.849, 1.029) 0.17
60-69 3.807 4.329 0.879 (0.834, 0.927) < 0.001
70-79 11.758 11.662 1.008 (0.964, 1.054) 0.727
80+ 22.79 19.345 1.176 (1.118, 1.238) < 0.001
173
18-29 0.090 0.087 1.032 (0.718, 1.483) 0.93
30-39 0.147 0.230 0.638 (0.488, 0.83) 0.001
40-49 0.335 0.370 0.905 (0.764, 1.072) 0.255
50-59 0.741 0.906 0.817 (0.734, 0.9 < 0.001
60-69 1.760 1.752 1.005 (0.929, 1.087) 0.921
70-79 4.229 3.707 1.141 (1.064, 1.223) < 0.001
80+ 9.117 8.370 1.089 (1.029, 1.153) 0.003

* 9 (/100,000% /month)
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Lyt elFoA Z2U199MA HE T HEA HAS 93 F3UtE Yt 2] -t
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(4) Exposure
- B A= 2021.02.26~2022.09.01 7%+ W 1Ak

A
29 mE Z2UH9NA HES B AL
4

- oluf EAUE WA FF B AFARRS g3 2
A =3 A ) Al v
2 HModerna) 2oy, ZEyBA.l, 2T UBA.4/5
o}~ E g} AW 7HAstrAstraZenecaeneca) | F=ot~E AW 7} AR 21994, o] RAYEF
¢FAl(Janssen) 0] =194 Al ok 2=
8}o] 2}-u}o] < 9 E| A(Pfizer-BioNTech) | ZuUHE)F, =m| = e], to|2k BAL, ko2 BA4S
=npu 2~ (Novavax) T aHEZEHE A E X
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(5) Outcome
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ICD-10 code

AaTrze | 99 (021, 071)
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Zk 71%F W(2021.2.26.~2022.12.31.) Z 21994 A

ol

e A =29 A

o oy ri

Y 5 M AF ARl vl Basae
- AT FAY Aol AT B WE 2T Y AL WY
a7 AW B MR et A&d WEE ttest, WFY WrE SolABAY wE

M FEHAS o] &3t HABA

1:1[0

O ¥¢x EA(Primary analysis)

- SCCS ATAHAE 7|Hte 2 ZAF ZolF I ARA S o] &dte] A=A HF =
AFFNA A HEdEe] BANES FA7T U iz Y HE
WA &3 vl wdko 24 WAl EH|(incidence rate ratio, IRR)E AFE3l9 S, ol 3+
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1 14 X+1  X+14
A=Li1g Wl RELHMY W F=LHo M
14 HS 24 B3 3 HEY)
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- Risk window - Control window Excluded
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O o]z ¥4 (Secondary analysis)
- F21199 A HZE doseES 1Este] ofefel 2
HAE BAENS EAEA L.
First dose risk estimation
g 22019 9

rlo

dose risk estimation& # &3}

h Ry

1% 85

1 7
HA=2LHg wiy RELp9 Wi
prepf 27 BENLY)
1 14 X+1 X+14
FZLH9 W =L W HELH9 Wy
1% AE 24 HExY) 3% HEY)
1 14 X+1 X+14 Y+1 Y+7
RFLEg Wil 2Lt WMyl A2L{19 #h FAELO WL
1 EE 24 BEXY) 34 I

X+1 X+14 Y+1 Y+14 Z+1 Z+14
A suzs
(2021.02.26) (2022.12.31)
Second dose risk estimation
A2Lp9 uil FZLH9 Wy
1% S 27 WI(x)

FZLp1o wal AZLH9 WAl TZELp1g Wy
17 13 21 ZE) 3% HE(VY)
1 14 X+1 X+14 Y+1 Y+14
2L wAl A2 WAl AzLtg wal A2 WM
1 EE 2% HENE) 3% B3 Y 4% EEE)
T 14 X+1 X+7 Y+1 Y+14 Z+1 Z+14
.
>
22| HuER
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Third dose risk estimation
A2l ¥ HZLp19 iy L9 Wy
1% 3 27 HBXY) 3% HB (YY)

IR WA FAELp19 WM IELpg WM
35 "3 ()

FZLhg M
14 83 27 HEXY)

4R H3EY)

1 T X-14 X+1 X+7 Y-14 Y+1 Y+7 z-14 zZ+1 Z+7
>
»
BB Ee
(2021.02.26) (2022.03.01)
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71584 (Subgroup analysis)
A4 HAAZg B FEFE vF F de 40 we 7S Ure] AIFEA
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O 44 Ads HAL=RY 7P H 2o AT A
D 2oy, @oliEA V7L ZR 219W A, 01‘:‘“5?
LHE =, i”le‘%ﬂ THAH EZEEAYR], ATbo] SN
AT W2 T/ (4 AF A=, combination 3E, mRNA #4 {5 5
AT - 18- 2914] [ 30-39A1 / 40-49A4] | 50-59A1 / 60-69A4] [/ 70-79A] / 80A] ©]%
@ AW 9 | oA

= - = e

AR BAGH FF  AGRP LA | RFd A

® =2UH9MA AEY FA YA FT

D FWFEAS - SR FF o4 19 ol Fuy 3

Sk %] 9=(Charlson comorbidity index) 5% o]} w]gk

_—
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(ol

© O

S
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- Comorbidities (& o1 1)
Diabetes, Hypertension, Myocardial infarction, Congestive heart
failure, Cerebrovascular disease, Chronic pulmonary disease, Chronic
liver disease, Chronic kidney disease, Rheumatoid arthritis, AIDS/HIV,
Malignancy, Metastatic solid tumor

229N FF ol 1d A AR o
@ 22 H9MA FF old 1d ¥g ok

- Anticancer drugs
- Methotrexate
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1 7k = B4 (Sensitivity analysis)

- SR, AFUAAA, A HAES Ao wE AT AP 23t
o] A HAZ FAES vlwste] HAEHE EA S

D A3t A9

st Aol A YT Do
S9N HE F AP0 3
WA A BYES A FOEH BYENE AE3

_

2) AT Ao

O Z2 9 Al HF o)l Z=2 U9 ZdE 4 A9

@ ZEZU19M A HE o)A healthy vaccine period 14Y A 2]

Q@ Z2199A4 HEFHE A4 FHAd3 G Alo] AEdad A8 g 34 A9

AdaAA 28 7 KCD-8
o 140, 140.0, 140.1, 140.8, 140.9, 141, 141.0, 141.1, [41.2, 141.8,
Myocarditis
[51.4, A36.8, A52.0, B26.8
Pericarditis 130, 131.9, 132, 101.0
Myocardial infarction 121, 122, 1252

1099, 1110, 1130, 1132, 1255, 1420, 1425, 1426, 1427, 1428, 1429,

Congestive heart failure
143, 150, P290

3 rEA AR e

O F4% == & 4oz A AdES Idgoz s 3%
. YA Aol corticosteroid AHg3F EA}
D EIHEAA N AR E e Sk
YA A FEAA LT A
Q@ F4H B EE B oE A HAS e gAHASSEESSTe gges

@ HAA HHASS Aoz AYdt 4 = connective tissue disease (CTD) &

-unrelated 7+&

A A| Aol corticosteroid AF8-3F #A}

AP A A e At g e §A)

A Aol S8 AA7E S}

CTD-unrelated A #HAS oA B4 #4385 (diopathic  pulmonary

fibrosis, IPF) ¥+ 714 # & (hypersensitivity pneumonitis)ol] @& 24

@ F4H Ev Ze FANeE 1EAd H4d3U8)S dHo R Jds sat
C PAA HASto g U3 3
. TAg A Aol corticosteroid A8+ gk
D SYHA| Aol 2t E e FA)

o
i)
i
rieh
o
f
inss
o
rt
riet
N

Q)

3
D5
5
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D FLAIA O A L7 gk}

39 KCD-8/5 72 E/%EHE

Mechanical ventilation
(M5850) Q1 EE &7 A WATE HE]-3A771A
M5857) Q1FEF71AUsEE BE]3AMS 29381 8AI7H71A]
(M5858) 1FEF 7 HWAASEESAIES 2338t 1247714
(M5859) 71# At

Aaxe Extracorporeal mem}arane oxygenation (ECMO)
(01901 HF-&EA9=s
(01902) F-#A =S 10A =] RE[1Y ]
(01903) A=satgdLilslai-Aledd
01900 Ajel=gatgqkslaH-od o] 5 1Y =39 Al ARE-
High flow nasal cannula
(M0046) 7} rtEaaEn 452t W

_ AJ100, AJ110-190, AJ200, AJ210-290, AJ300, AJ310-390, AJ500,

FT A
AJ510-590
po:  140801ATB,  141901ATB, 141903ATB,  141904ATB,
116401ATB, 116501ATB, 296900ATB, 170906ATB, 170901ATB,
170905ATB, 193304ATB, 193302ATB, 193301ATB, 193305ATB,
217003ASY, 217004ASY, 217034ASY, 217030ASY, 217035ASY,
217001ATB, 243201ATB, 243202ATB, 243203ATB, 160201ATB
iv: dexamethasone 4mg (142001BIJ, 142030BlJ, 142202BlJ,
142230BI)), dexamethasone 5mg (142201BlJ, 142232Bl)),
dexamethasone  20mg  (142233BlJ), betamethasone  4mg

Corticosteroid (116502BIJ,  116530BlJ), hydrocortisone 100mg (171201BI)),

hydrocortisone 250mg (171202BlJ), methylprednisolone 40mg
(193502BIJ, 193530BIJ, 193603Bl)), methylprednisolone 200mg
(193501B1J, 193531BIJ), methylprednisolone 125mg (193601BIJ),
methylprednisolone  500mg  (193604BIJ)), methylprednisolone
250mg  (193602BIJ)),  prednisolone  250mg  (217302BL)),
triamcinolone  50mg  (243305BlJ, 243336BlJ), triamcinolone
200mg (243301BIJ, 243337BlJ)), triamcinolone 40mg (243303BIJ,

243335Bl1J)
connective tissue disease  MO05, M06, M31.5, M32, M33, M34, M35.1, M35.3, M36.0
idiopathic pulmonary fibrosis J84.1, J84.18
hypersensitivity pneumonitis  J67

_14_



3) #4A%
D) AFHIA A2
- 2021 2€ 26¥9FH 2022 9¢¥€ 1¥ Afo] m2U199A 12 F A F 20213 2€
27U 5E 2022 129 31U Aolo] A4 AABS AgHon AAF AR 22,711
ol g,

- A Q7|Fe dMPDee= AFEES AL HA4 AFHAAAR] ZEU19NL HE T 7HE
A HAS WA Sl 17,1239 0] A 5.
2021.02.26. ~ 2022.09.01. D2 L9 Al 41X} O| & HE X} 2021.02.27. ~ 2022.12.31. ZHAH W 22t A Xt
(n = 44,765,709) (n = 30,843)

=N

. 18A 0|2t (n = 36)

2. 2|=0l (n=192)
3. D2LHMoM A AMA™ X (n=0)
4. 29| HEXf (n = 28)
> 5 DELHMOMA I A0 o2f oHH HE (n=78)
6. AZLHOMA 1XIEE O] 90 O|L) F2LIZSE SHAL (n = 164)
7. 2L A 1T E O 90 O|Ll ZHA A et ZITh 2HX} (n = 1,238)
8. ZELHMOMA HE U Yot Fof ZHE S Fet RITHE2 SiX} (n = 21)
9. Z2LHMOMA HE 5 7tEHmHet O| ZE2LH9 ZY (n=3,831)

AN RS AT ARCfAR

_15_



S k)

P

F2F 17,1239 S 7Nt 2 ARU9RA HFE T @ relA HE A

g xHevents in risk interval)®} tzZ7ZIHevents in control interval)ol A]

3} Oz 49, 4 F ATFAE S EA BE Jedd S T3

HAd HZlS BAJY 17,1238 9] FHFAH 2 731401, G &0 63.4%E =k
Ae. WA HL G 71 ddT L2 672HEBI% =

APz A HAFko] HAYF 1,423 ] H 9 H ol

of wAYgk 15,7009 o] -9+ 73.04 A=

AR A Bl 17,123% T Z22Y199A HF ol 19 oy FREA S A

Chronic pulmonary disease (63.8%)°] ¥<& WE=Z UEelgon, IZ Y19 HF oA

13 o] 7]*&d3%kell A= Bronchitis (51.4%), Acute upper respiratory disease (50.2%),

F2Z2Y199A HF old 1d oy AlsolA= Conventional oxygen therapy (57.0%)°]

ooz g
-

o & |
O>

e NEE <

1 d-

- 12} AZE3 WA E=F = Pfizer-BioNTech ¥4l 55.2%, AstraZeneca WA 40.1% o=

vebgow, 234 %

A A] Pfizer-BioNTech ®8Al 55.6%, AstraZeneca ®BAl 36.7% <2

2 3", 3xH%F9 S Pfizer-BioNTech ®8A1 56.4%, Novavax 23.5%, 4x}-4 %< 7

s oW ERE,

Pfizer-BioNTech

il A135.5%,

EED

o
<k

\l A]
1

1] 4 £(85.9%),

Pfizer-BioNTech ®21(7.0%), 6% 2] A% WAl v]HF(100.0%)Z A= A=

® 7HAA #H2dE dAZANA HEFHCEHF T 1-149) ol 2T B9 i 23 o @Aysk A
9o Q7o 54
Total Risk interval Control interval
N (%) N (%) N (%)  p-value
17,123 (100) 1,423 (100) 15,700 (100)
Age
mean *= SD 73.06+11.32 73.26+11.31 73.04+11.32 0.4926
median (IQR) 75 (66-81) 75 (66-81) 75 (66-81)
18-29 71 0.4) 6 0.4 65 0.4 0.9790
30-39 143 0.8) 9 (0.6) 134 0.9
40-49 366 2.1 31 (2.2) 335 2.1
50-59 1,242 (7.3) 99 (7.0 1,143 (7.3)
60-69 3,903 (22.8) 327 (23.0) 3,576 (22.8)
70-79 6,061 (35.4) 500 (35.1) 5,561 (35.4)
80+ 5,337 (31.2) 451 (31.7) 4,886 (31.1D
Sex
Male 10,851 (63.4) 896 (63.0) 9,955 (63.4)  0.7403
Female 6,272 (36.6) 527 (37.0) 5,745 (36.6)
Insurance type
Health insurance 15,756 92.0) 1,301 91.4) 14,455 (92.1)  0.3911
Medicaid aid 1,367 (8.0) 122 (8.6) 1,245 (7.9
A FFEE2Y1992 13 HFY)
Yes 672 (3.9 102 (7.2) 570 (3.6) <.0001
No 16,451 (96.1 1,321 (92.8) 15,130 (96.4)
Comorbidities (4% o] 1d)
Charlson Comorbidity Index
mean + SD 3.98+2.73 3.89+2.67 3.87£2.78 0.7969
median (IQR) 3 (2-5) 3 (2-5) 3 (2-5)
<5 11,319 (66.1) 943 (66.3) 10,376 (66.1)  0.8912
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=5 9,804 (33.9) 480 (33.7 5,324 (33.9)

Myocardial infarction 729 4.3) 64 (4.5) 665 4.2) 0.6394
Congestive heart failure 3,325 (19.4) 274 (19.3) 3,051 (19.9  0.8709
Peripheral vascular disorders 4,644 7.1 389 (27.3) 4,255 (27.1)  0.8488
Cerebrovascular disease 3,741 (21.8) 317 (22.3) 3,424 (21.8)  0.6825
Dementia 3,277 (19.1) 276 (19.4) 3,001 (19.D  0.7964
Chronic pulmonary disease 10,930 (63.8) 915 (64.3) 10,015 (63.8)  0.7009
Rheumatic disease 2,509 (14.7) 192 (13.5) 2,317 (14.8)  0.1962
Peptic ulcer disease 5,266 (30.8) 444 (31.2) 4,822 (30.7  0.7023
Mild liver disease 5,723 (33.4) 462 (32.5) 5,261 (33.5)  0.4245

Diabetes without chronic complication 7,320 (42.7) 621 (43.6) 6,699 (42.7)  0.4782
Diabetes with chronic complication 2,507 (14.6) 221 (15.5) 2,286 (14.6)  0.3216

Hemiplegia or paraplegia 335 2.0) 29 2.0) 306 1.9  0.8166
Renal disease 1,722 (10.D 144 (10.1) 1,578 (10.1)  0.9344
Any malignancy 3,129 (18.3) 257 (18.1) 2,872 (18.3)  0.8279
Moderate or severe liver disease 145 0.8) 16 (1.D 129 0.8) 0.2327
Metastatic solid tumor 504 2.9) 38 2.7 466 (3.0 0.5246
AIDS/HIV 5 0.0) 1 0.D 4 0.0) 0.3436
Autoimmune 4,914 (28.7) 389 (27.3) 4,525 (28.8)  0.2357
Acute respiratory failure 431 2.5) 35 2.5) 396 (2.5)  0.8850
Acute upper respiratory disease 8,603 (50.2) 690 (48.5) 7,913 (50.4)  0.1672
Bronchitis 8,795 (51.4) 689 (48.4) 8,106 (51.6)  0.0203
Pneumonia 4,895 (28.6) 370 (26.0) 4,525 (28.8)  0.0242
COPD 4,429 (25.9) 372 (26.1) 4,057 (25.8)  0.8038
Asthma 5,616 (32.8) 463 (32.5) 5,153 (32.8)  0.8266
Hypersensitivity pneumonitis 62 0.4) 6 0.4) 56 0.4 0.6961
Interstitial lung disease 8,345 (48.7) 723 (50.8) 7,622 (48.5)  0.1024
Medication use (% 14 11d)
Methotrexate 510 (3.0 51 (3.6) 459 2.9 0.1605
Anticancer drugs 1,506 (8.8) 165 (11.6) 1,341 (8.5) <0001

Abbreviation: IRR, Incidence Rate Ratio; AIDS/HIV, Acquired Immune Deficiency Syndrome/Human
Immunodeficiency Virus; COPD, Chronic Obstructive Pulmonary Disease; ECMO, Extracorporeal
membrane oxygenation
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3 HEA HdS BRI

o =gl HE B4

T F 1-142) ol 2AZ Aok =73t ol 2%

Total Risk interval Control interval  p-value
N (%) N (%) N (%)
17,123 (100) 1,423 (100) 15,700 (100)

Type of first dose 0.0035
Pfizer-BioNTech 9,452 (55.2) 767 (53.9) 8,685 (55.3)
AstraZeneca 6,866 (40.1D 587 (41.3) 6,279 (40.0)
Moderna 650 (3.8 52 3.7 598 (3.8)
Janssen 114 0.7 7 0.5 107 0.7
Novavax 41 0.2) 10 0.7 31 0.2

Type of second dose <.0001
Pfizer-BioNTech 9,526 (55.6) 734 (51.6) 8,792 (56.0)
12} Pfizer-BioNTech 9,214 (96.7) 707 (96.3) 8,507 (96.8)
12} AstraZeneca 287 3.0 23 3.D 264 3.0
1x} Janssen 23 0.2 4 0.5 19 0.2)
1%} Moderna 2 0.0 0 0.0) 2 0.0)
AstraZeneca 6,292 (36.7) 512 (36.0) 5,780 (36.8)
12} AstraZeneca 6,292 (100.0) 512 (100.0) 5,780 (100.0)
Moderna 692 4.0) 53 3.7 639 4.D
12} Moderna 620 (89.6) 49 (92.5) 571 (89.4)
1x} Janssen 69 (10.0) 3 5.7 66 (10.3)
1z} AstraZeneca 3 0.4) 1 1.9 2 0.3)
Novavax 37 0.2 10 0.7 27 0.2
12 Novavax 30 (81.1) 9 (90.0) 21 (77.8)
12} AstraZeneca 4 (10.8) 0 0.0) 4 (14.89)
1} Pfizer-BioNTech 2 (5.4) 1 (10.0) 1 3.7
14} Janssen 1 Q2.7 0 0.0 1 3.7
Not vaccinated 571 3.3 114 8.0 457 2.9
12} AstraZeneca 280 (49.0) 51 (44.7) 229 (50.1
12} Pfizer-BioNTech 236 (41.3) 59 (51.8) 177 (38.7)
1%} Moderna 28 4.9 3 (2.6) 25 (5.5
1x} Janssen 16 2.8 0 0.0) 16 (3.5
1z} Novavax 11 (1.9 1 0.9 10 (2.2)

Type of third dose <.0001
Pfizer-BioNTech 9,652 (56.4) 758 (53.3) 8,894 (56.6)
2z} Pfizer-BioNTech 7,623 (79.0) 590 (77.8) 7,033 (79.D
22} AstraZeneca 1,983 (20.5) 165 (21.8) 1,818 (20.4)
22} Moderna 44 0.5 2 0.3) 42 0.5
2z} Janssen 1 0.0 0 0.0 1 0.0)
22} Novavax 1 0.0 1 0.D 0 0.0)
Moderna 45 0.3 9 0.6) 36 0.2)
22} AstraZeneca 15 (33.3) 0 0.0) 15 41.7
22} Moderna 14 31.D 3 (33.3) 11 (30.6)
2z} Pfizer-BioNTech 14 (31.D 6 (66.7) 8 (22.2)
22} Janssen 2 4.4) 0 0.0 2 (5.6)
Novavax 4,032 (23.5) 317 (22.3) 3,715 (23.7
22} AstraZeneca 3,568 (88.5) 282 (89.0) 3,286 (88.5)
2z} Pfizer-BioNTech 419 (10.4) 32 (10.1D 387 (10.4)
22} Novavax 44 1.D 3 0.9 41 1.D
22} Moderna 1 0.0) 0 0.0 1 0.0
AstraZeneca 10 0.D 0 0.0) 10 0.D
2z} Pfizer-BioNTech 4 (40.0) 0 0.0) 4 (40.0)
22} AstraZeneca 3 (30.0) 0 0.0) 3 (30.0)
22} Moderna 3 (30.0) 0 0.0) 3 (30.0)
Not vaccinated 3,384 (19.8) 339 (23.8) 3,045 (19.4)
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22} AstraZeneca 1,841 (54.4) 138 (40.7) 1,703 (55.9)
22} Pfizer-BioNTech 723 (21.4) 65 (19.2) 658 (21.6)
22} Moderna 224 (6.6) 19 (5.6) 205 6.7
2} Janssen 22 0.7 3 0.9 19 0.6)
22} Novavax 3 0.D 0 0.0) 3 0.D
22} Not vaccinated 571 (16.9) 114 (33.6) 457 (15.0)
Type of fourth dose 0.0002
Pfizer-BioNTech 6,087 (35.5) 549 (38.6) 5,538 (35.3)
32} Pfizer-BioNTech 4,847 (79.6) 439 (80.0) 4,408 (72.4)
32} Moderna 1,236 (20.3) 108 (19.7) 1,128 (18.5)
32} Novavax 4 0.D 2 0.4) 2 0.0)
Moderna 828 4.8) 73 G.D 755 4.8)
32} Moderna 663 (80.1) 63 (86.3) 600 (79.5)
3=} Pfizer-BioNTech 165 (19.9) 10 3.7 155 (20.5)
Novavax 362 .1 43 3.0 319 2.0
3=} Pfizer-BioNTech 208 (57.5) 24 (55.8) 184 (7.7
32} Moderna 148 (40.9) 18 (41.9 130 (40.8)
3z} Novavax 6 1.7 1 2.3) 5 (1.6)
AstraZeneca 8 0.0) 3 0.2) 5 0.0)
32} Pfizer-BioNTech 5 (62.5) 1 (33.3) 4 (80.0)
32} Moderna 3 (37.5) 2 (66.7) 1 (20.0)
SK-bioscience 1 0.0 0 0.0) 1 0.0
32} Pfizer-BioNTech 1 (100.0) 0 0.0) 1 (100.0)
Not vaccinated 9,837 (57.4) 755 (3.1 9,082 (57.8)
32} Pfizer-BioNTech 4,426 (45.0) 284 (37.6) 4,142 (45.6)
32} Moderna 1,982 (20.D 126 (16.7) 1,856 (20.4)
3z} Novavax 35 0.4 6 0.8 29 0.3)
3%} AstraZeneca 10 0.D 0 0.0 10 0.D
32} Not vaccinated 3,384 (34.4) 339 (44.9) 3,045 (33.5)
Type of fifth dose
Pfizer-BioNTech 1,204 7.0) 125 (8.8 1,079 6.9
4=} Pfizer-BioNTech 1,093 (90.8) 113 (90.4) 980 (90.8)
4=} Novavax 65 (5.4) 8 (6.4) 57 (5.3)
42} Moderna 46 (3.8 4 (3.2 42 (3.9
Moderna 1,182 6.9 136 9.6) 1,046 6.7)
4=} Pfizer-BioNTech 991 (83.8) 112 (82.4) 879 (84.0)
42} Moderna 133 (11.3) 17 (12.5) 116 (11.D
42} Novavax 58 4.9 7 G.D 51 4.9)
Novavax 25 0.D 3 0.2) 22 0.1
4=} Pfizer-BioNTech 12 (48.0) 0 0.0) 12 (54.5)
4=} Novavax 9 (36.0) 2 (66.7) 7 (31.8)
42} Moderna 4 (16.0) 1 (33.3) 3 (13.6)
AstraZeneca 2 0.0 0 0.0) 2 0.0)
4=} Pfizer-BioNTech 2 (100.0) 0 0.0) 2 (100.0)
SK-bioscience 2 0.0) 0 0.0) 2 0.0)
4=} Moderna 1 (50.0) 0 0.0 1 (50.0)
42} Pfizer-BioNTech 1 (50.0) 0 0.0) 1 (50.0)
Not vaccinated 14,708 (85.9) 1,159 (81.4) 13,549 (86.3)
4=} Pfizer-BioNTech 3,988 27.1 324 (28.0) 3,664 (27.0)
4=} Moderna 644 4.4) 51 4.4) 593 4.4)
4=} Novavax 230 (1.6) 26 (2.2) 204 (1.5)
4z} AstraZeneca 8 0.D 3 0.3) 5 0.0)
42} SK-bioscience 1 0.0) 0 0.0) 1 0.0)
42+ Not vaccinated 9,837 (66.9) 755 (65.1) 9,082 (67.0)
Type of sixth dose 0.7972
Pfizer-BioNTech 4 0.0 0 0.0) 4 0.0)



52} Pfizer-BioNTech
Novavax
52} Novavax
Not vaccinated
42} Pfizer-BioNTech
4=} Moderna
42} Novavax
42} AstraZeneca
42} SK-bioscience
42} Not vaccinated

17,118
1,200
1,182

24

14,708

(100.0) 0
0.0) 0
(100.0) 0
(100.0) 1,423
(7.0) 125
(6.9) 136
0.1 3
0.0) 0
0.0) 0
(85.9) 1,159

(0.0)
(0.0)
(0.0
(100.0)
(8.8)
9.6)
0.2)
(0.0)
0.0)
(81.4)

4
1

15,695
1,075
1,046

21

13,549

(100.0)
0.0)
(100.0)
(100.0)
(6.8)
6.7
0.1
0.0)
0.0)
(86.3)
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(3) ¢x} E2J(Primary analysis)

4)

- =EUI9MA HE oF AT RPN A ] WA AR BYE

B4 FYsA=

- 2199 HE olF 14Y AP FNA tiETFIE oy

0.77-0.86)2 U EFS

= =2 FF F s A

LA ol et <

& Washs

IRR (95% CD& 0.81

A2} B (Primary analysis) 2 3}

Incidence rate /

Risk interval NG, OF @S PETBOIL RIS person year IRR (95% CI)
term risk control risk control risk control
interval interval interval interval  interval interval
14 days 1,423 15,700  2,121.28  19,026.02 0.67 0.83 0.81 (0.77-0.86)
Abbreviation: IRR, incidence rate ratio
o]z} #-44(Secondary analysis)
- A2V HF dose E HEA HAZY] BAYAIEE BAAS
- Z2U199A 13, 23}, 33F, 43F, 5AEEE o] % 1499 A dF7tel A IRR (95% CD Z+
7+ 0.84 (0.76-0.92), 0.85 (0.77-0.93), 0.68 (0.60-0.76), 0.67 (0.57-0.79), 0.75 (0.55-1.02) ©]

o
=

T FZ2 9N AHAF 3 A HZg B gk o)k E4(secondary analysis) 23}

Incidence rate

Risk interval No. of cases Person years

term . . / person year - pp (9595 1)

(7 days) risk control risk control risk control

interval interval interval interval interval interval
1st dose 453 15,700 656.22 19,026.02 0.69 0.83 0.84 (0.76-0.92)
2nd dose 449 14,347 634.07 17,168.13 0.71 0.84 0.85 (0.77-0.93)
3rd dose 314 9,048 522.32 10,174.59 0.60 0.89 0.68 (0.60-0.76)
4th dose 156 2,722 237.77 2,787.48 0.66 0.98 0.67 (0.57-0.79)
5th dose 51 176 70.79 183.1 0.72 0.96 0.75 (0.55-1.02)

Abbreviation: IRR, incidence rate ratio
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5 &

1584 (Subgroup analysis)

Abdel Aojd HEA HZS A S VE F e BEAJ] A, A", AR A A
st =, ZEUIA HEFD A A 757 Sl thel Z2U9MA HF ol ST
ZF 140l thsl thz7ztel tiv] HEA HES T ES -
A", AE, FEALRAR, TSl ue} I HEF o]F
ol FostAl F7tehe g YERA] %=

F2ZU9N HE A e oE HEA HdE HAE A9 ], 23 HE A 4Y
el Ae A #HES DAL o] SRR HEA A 147 (95% Cl, 1.19-1.8D), 2
ZF HE A 4 1.63 (95% CI, 1.38-1.93)).

)
X
ox
A~
Y
riot
g
=3
L

¥ AEVINA HE = HEA HES AP tiE A5 (subgroup analysis) A3 (1)

Incidence rate

| person year
risk control risk control risk control

interval interval interval interval interval  interval

No. of cases Person years
IRR (95% CD

Sex
male 896 9,955 1,355.80 11,972.39 0.66 0.83 0.79 (0.74-0.85)
female 527 5745  765.48 7,053.63 0.69 0.81 0.85 (0.77-0.92)
Age
18-29 6 65 7.13 68.9 0.84 0.94 0.89 (0.40-2.0D)
30-39 9 134 13.61 154.07 0.66 0.87 0.76 (0.39-1.49)
40-49 31 335 37.51 382.57 0.83 0.88 0.94 (0.65-1.36)
50-59 99 1,143  139.31 1,350.56 0.71 0.85 0.84 (0.68-1.03)
60-69 327 3,576 487.5 4,510.73 0.67 0.79 0.85 (0.76-0.95)
70-79 500 5561  776.44 6,789.47 0.64 0.82 0.79 (0.72-0.86)
80+ 451 4,886  659.79  5,769.71 0.68 0.85 0.81 (0.73-0.89)
Insurance type
Health insurance 1,301 14,455 1,950.42 17,537.17 0.67 0.82 0.81 (0.76-0.86)
Medicaid aid 122 1,245  170.87 1,488.85 0.71 0.84 0.85 (0.71-1.03)
49 FREIHMY 1 AE
Q
Yes 102 570 76.15 622.26 1.34 0.92 1.46 (1.19-1.80)
No 1,321 15,130 2,045.14 18,403.76 0.65 0.82 0.79 (0.74-0.83)
Vaccine type
WA FHE 1804
Pfizer-BioNTech 1,081 12,020 1,693.17 14,736.13 0.64 0.82 0.78 (0.74-0.83)
AstraZeneca 589 6,291  869.66 7,867.74 0.68 0.80 0.85 (0.78-0.92)
Moderna 437 4,847  739.58 6,417.45 0.59 0.76 0.78 (0.71-0.86)
Janssen 7 107 9.17 132.34 0.76 0.81 0.94 (0.44-2.0D)
Novavax 57 394 67.21 531.99 0.85 0.74 1.15 (0.87-1.51)
SK-bioscience 0 3 0.50 3.65 0.00 0.82 -
WAl FRE 23]0)4
Pfizer-BioNTech 850 9,809 1,384.52 11,966.61 0.61 0.82 0.75 (0.70-0.80)
AstraZeneca 512 5,782  822.05 7,313.45 0.62 0.79 0.79 (0.72-0.86)
Moderna 144 1,344  210.41 1,732.81 0.68 0.78 0.88 (0.74-1.05)
Janssen 0 5 0.46 6.15 0.00 0.81 -
Novavax 11 35 5.29 38.33 2.08 0.91 2.28 (1.20-4.32)
WAl FRE 33|04
Pfizer-BioNTech 602 7,104 1,071.01  9,273.38 0.56 0.77 0.73 (0.68-0.80)
AstraZeneca 1 3 0.42 4.51 2.37 0.67  3.56 (0.47-27.22)
Moderna 47 491 74.55 606.83 0.63 0.81 0.78 (0.58-1.05)
Novavax 6 7 1.72 10.61 3.48 0.66  5.26 (1.94-14.30)
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Comorbidities

Charlson Comorbidity Index

<5 943 10,376
=5 480 5,324
Myocardial infarction

Yes 64 665

No 1,359 15,035
Congestive heart failure

Yes 274 3,051

No 1,149 12,649
Peripheral vascular disorders

Yes 389 4,255

No 1,034 11,445
Cerebrovascular disease

Yes 317 3,424

No 1,106 12,276
Dementia

Yes 276 3,001

No 1,147 12,699
Chronic pulmonary disease

Yes 915 10,015

No 508 5,685
Rheumatic disease

Yes 192 2,317

No 1,231 13,383
Peptic ulcer disease

Yes 444 4,822

No 979 10,878
Mild liver disease

Yes 462 5,261

No 961 10,439
Diabetes without chronic complication

Yes 621 6,699

No 802 9,001
Diabetes with chronic complication

Yes 221 2,286

No 1,202 13,414
Hemiplegia or paraplegia

Yes 29 306

No 1,394 15,394
Renal disease

Yes 144 1,578

No 1,279 14,122
Any malignancy

Yes 257 2,872

No 1,166 12,828
Moderate or severe liver disease

Yes 16 129

No 1,407 15,571
Metastatic solid tumor

Yes 38 466

No 1,385 15,234
AIDS/HIV

Yes 1 4

No 1,422 15,696
Autoimmune

1,403.43
717.86

92.08
2,029.20

407.29
1,713.99

591.92
1,529.36

471.91
1,649.37

407.23
1,714.05

1,352.48
768.8

306.71
1,814.57

656.56
1,464.73

712.48
1,408.80

920.45
1,200.83

316.3
1,804.98

39.65
2,081.63

208.39
1,912.89

377.42
1,743.86

17.21
2,104.07

94.58
2,066.70

0.73
2,120.56

12,788.73
6,237.29

806.53
18,219.49

3,585.99
15,440.02

5,211.18
13,814.84

4,117.08
14,908.94

3,501.80
15,524.21

11,974.94
7,051.08

2,739.53
16,286.49

9,771.31
13,254.71

6,327.65
12,698.37

8,122.82
10,903.20

2,736.94
16,289.08

332.77
18,693.25

1,823.08
17,202.94

3,300.58
15,725.43

152.33
18,873.69

480.19
18,545.83

5.75
19,020.27
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0.67
0.67

0.70
0.67

0.67
0.67

0.66
0.68

0.67
0.67

0.68
0.67

0.68
0.66

0.63
0.68

0.68
0.67

0.65
0.68

0.67
0.67

0.70
0.67

0.73
0.67

0.69
0.67

0.68
0.67

0.93
0.67

0.70
0.67

1.37
0.67

0.81
0.85

0.82
0.83

0.85
0.82

0.82
0.83

0.83
0.82

0.86
0.82

0.84
0.81

0.85
0.82

0.84
0.82

0.83
0.82

0.82
0.83

0.84
0.82

0.92
0.82

0.87
0.82

0.87
0.82

0.85
0.83

0.97
0.82

0.70
0.83

0.83 (0.78-0.89)
0.78 (0.71-0.86)

0.84 (0.65-1.09)
0.81 (0.77-0.86)

0.79 (0.70-0.89)
0.82 (0.77-0.87)

0.80 (0.73-0.89)
0.82 (0.77-0.87)

0.81 (0.72-0.9D
0.81 (0.77-0.87)

0.79 (0.70-0.89)
0.82 (0.77-0.87)

0.81 (0.76-0.87)
0.82 (0.75-0.90)

0.74 (0.64-0.86)
0.83 (0.78-0.88)

0.81 (0.73-0.89)
0.81 (0.76-0.87)

0.78 (0.71-0.86)
0.83 (0.78-0.89)

0.82 (0.75-0.89)
0.81 (0.75-0.87)

0.84 (0.73-0.96)
0.81 (0.76-0.86)

0.80 (0.55-1.16)
0.81 (0.77-0.86)

0.80 (0.67-0.95)
0.81 (0.77-0.86)

0.78 (0.69-0.89)
0.82 (0.77-0.87)

1.10 (0.66-1.83)
0.81 (0.77-0.86)

0.72 (0.52-1.00)
0.82 (0.77-0.86)

1.97 (0.23-16.66)
0.81 (0.77-0.86)



Yes 389 4,525  608.25  5,406.72 0.64 0.84 0.76 (0.69-0.85)

No 1,034 11,175 1,513.04 13,619.30 0.68 0.82 0.83 (0.78-0.89)
Acute respiratory failure

Yes 35 396 49.19 436.88 0.71 0.91 0.79 (0.56-1.1D

No 1,388 15,304 2,072.10 18,589.14 0.67 0.82 0.81 (0.77-0.86)
Acute upper respiratory disease

Yes 690 7,913 1,080.64  9,679.50 0.64 0.82 0.78 (0.72-0.84)

No 733 7,787 1,040.64  9,346.52 0.70 0.83 0.85 (0.78-0.91)
Bronchitis

Yes 689 8,106 1,099.21 9,795.20 0.63 0.83 0.76 (0.70-0.82)

No 734 7,594 1,022.07  9,230.82 0.72 0.82 0.87 (0.81-0.94)
Pneumonia

Yes 370 4,525 58446  5,196.22 0.63 0.87 0.73 (0.65-0.81D

No 1,063 11,175 1,536.83 13,829.80 0.69 0.81 0.85 (0.80-0.90)
COPD

Yes 372 4,057  552.04  4,816.16 0.67 0.84 0.80 (0.72-0.89)

No 1,051 11,643 1,569.24 14,209.86 0.67 0.82 0.82 (0.77-0.87)
Asthma

Yes 463 5153 698.14  6,118.02 0.66 0.84 0.79 (0.72-0.87)

No 960 10,547 1,423.14  12,908.00 0.67 0.82 0.83 (0.77-0.88)
Hypersensitivity pneumonitis

Yes 6 56 7.78 70.53 0.77 0.79 0.97 (0.42-2.27)

No 1,417 15,644 2,113.50 18,955.49 0.67 0.83 0.81 (0.77-0.86)
Interstitial lung disease

Yes 723 7,622 1,038.00 9,179.01 0.70 0.83 0.84 (0.78-0.9D

No 700 8,078 1,083.28 9,847.01 0.65 0.82 0.79 (0.73-0.85)

Medication use

Methotrexate

Yes 51 459 61.79 536.76 0.83 0.86 0.97 (0.72-1.29)

No 1,372 15,241 2,059.50 18,489.25 0.67 0.82 0.81 (0.76-0.85)
Anticancer drugs

Yes 165 1,341 17419  1,472.96 0.95 0.91 1.04 (0.89-1.22)

No 1,258 14,359 1,947.10 17,553.05 0.65 0.82 0.79 (0.75-0.84)

Abbreviation: IRR, Incidence Rate Ratio; AIDS/HIV, Acquired Immune Deficiency Syndrome/Human
Immunodeficiency Virus; COPD, Chronic Obstructive Pulmonary Disease; ECMO, Extracorporeal

membrane oxygenation
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FH

A2UI9NA HF & HEA Hds DA gk &7

==
FE‘/‘HI

(subgroup analysis) 23} (2)

Incidence rate

No. of cases Person years / person year RR (95% CD
risk control risk control risk control ’
interval interval interval interval interval interval
241994 12 HE A 4 H
No 1,321 15,133  2,045.41 18,406.95 0.65 0.82 0.79 (0.74-0.83)
Yes 102 567 75.88 619.89 1.34 0.91 1.47 (1.19-1.81)
1st dose 42 567 25.59 619.89 1.64 0.91 1.79 (1.32-2.44)
2nd dose 39 464 23.55 524.05 1.66 0.89 1.87 (1.35-2.58)
3rd dose 13 233 17.63 284.61 0.74 0.82 0.90 (0.52-1.57)
4th dose 6 69 7.08 84.48 0.85 0.82 1.04 (0.45-2.41)
5th dose 2 1 2.03 4.93 0.98 0.20 4.86 (0.44-53.2)
=99 22 HE Al dY A
No 1,260 14,882  2,002.72  18,055.83 0.63 0.82 0.76 (0.72-0.81)
Yes 163 818 118.57 971.01 1.37 0.84 1.63 (1.38-1.93)
1st dose 112 818 37.56 971.01 2.98 0.84 3.54 (2.90-4.32)
2nd dose 34 511 37.52 850.83 0.91 0.60 1.51 (1.07-2.13)
3rd dose 13 248 27.83 473.53 0.47 0.52 0.89 (0.51-1.56)
4th dose 4 77 12.08 140.99 0.33 0.55 0.61 (0.22-1.65)
5th dose 0 7 3.56 9.47 0.00 0.74 0.61 (0.22-1.65)
=99 32 HE Al A A
No 1,331 14,705  1,977.02 17,859.51 0.67 0.82 0.82 (0.77-0.86)
Yes 92 995 144.27 1,167.33 0.64 0.85 0.75 (0.60-0.93)
1st dose 35 995 41.66 1,167.33 0.84 0.85 0.99 (0.70-1.38)
2nd dose 30 922 41.66 1,060.63 0.72 0.87 0.83 (0.58-1.19)
3rd dose 21 307 40.56 624.31 0.52 0.49 1.05 (0.68-1.64)
4th dose 4 86 15.78 183.65 0.25 0.47 0.54 (0.20-1.48)
5th dose 2 8 4.60 11.67 0.43 0.69 0.63 (0.14-2.94)
=299 42} HE Al A A
No 1,388 15,191  2,039.91 18,399.06 0.68 0.83 0.82 (0.78-0.87)
Yes 35 509 81.37 627.78 0.43 0.81 0.53 (0.38-0.75)
1st dose 10 509 20.85 627.78 0.48 0.81 0.59 (0.32-1.11D
2nd dose 10 478 20.85 576.87 0.48 0.83 0.58 (0.31-1.08)
3rd dose 10 325 20.58 365.57 0.49 0.89 0.55 (0.29-1.03)
4th dose 2 77 15.25 153.89 0.13 0.50 0.26 (0.06-1.07)
5th dose 3 4 3.83 9.33 0.78 0.43 1.83 (0.41-8.11)
2494 53 HE Al 4 dH
No 1,409 15,544  2,092.31 18,820.82 0.67 0.83 0.82 (0.77-0.86)
Yes 14 156 28.97 206.02 0.48 0.76 0.64 (0.37-1.10)
1st dose 5 156 6.52 206.02 0.77 0.76 1.01 (0.42-2.47)
2nd dose 2 145 6.52 189.95 0.31 0.76 0.40 (0.10-1.62)
3rd dose 2 102 6.52 124.03 0.31 0.82 0.37 (0.09-1.51)
4th dose 1 69 5.21 65.14 0.19 1.06 0.18 (0.03-1.3D
5th dose 4 3 4.18 8.90 0.96 0.34  2.84 (0.64-12.51)

Abbreviation: IRR, incidence rate ratio
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(6) 717+ 22 (Sensitivity analysis)

7h AZAEEAD): AE73E 39

- S9N AF olF SIPTe AolE vEd I VRERANL SN IR
BAUDT DY NG LolB AF F 179, 1-28Y, 1429, 145692 B3
of IEU9MA HF F 9P TaoIN Y AATe 99e BRIV W 2T
A A AL WYES NFOEH TYBNE HEFHAS.

- @194 AFE olF 7Y, 289, 429, 5609 AFTN thxT tul RRE 7

: 0.73 (0.67-0.79); 28: 0.80 (0.77-0.84); 42¢: 0.84 (0.81-0.87); 56: 0.83 (0.80—0.85)

AN H@
¥ Z2YI9N HF: T 1A 23 AL Fl ok g B4 - U =EA(D
Incidence rate /
L No. of cases Person years
Risk interval el Fesle IRR (95% CI)
term risk control risk control risk control ’
interval interval interval interval interval interval
7 days 632 16,491 1,061.28  20,085.98 0.60 0.82 0.73 (0.67-0.79)
28 days 2,796 16,588 4,062.13  19,356.46 0.69 0.86 0.80 (0.77-0.84)
42 days 4,217 15,314 5,820.53  17,793.15 0.72 0.86 0.84 (0.81-0.87)
56 days 5,433 14,284 7,494.01 16,310.74 0.72 0.88 0.83 (0.80-0.85)

Abbreviation: IRR, incidence rate ratio

- Dose risk estimations 283+ o]zt & it P77 dolE T=2A HTY,
U, 429, 56%) VIS S L.

- A4E AT FFS BA 21 UYE T primary L4 AT FLEA =
TRA Z2U9NA HFE o] % A HAEAS dde] FosiA A ¥ AL
e

bt rir
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SEUH9MA HF F 4 A8 BNl B o BA - Mg=RHD)

]

Incidence rate

Risk interval No. of cases Person years / person year RR (95% CD
term risk control risk control risk control ?
interval interval interval interval interval interval

7 days
1st dose 209 16,491 328.14 20,085.98 0.64 0.82 0.78 (0.68-0.89)
2nd dose 210 14,894 317.08 17,900.02 0.66 0.83 0.80 (0.69-0.91)
3rd dose 129 9,356 261.33 10,589.49 0.49 0.88 0.56 (0.47-0.66)
4th dose 64 2,845 119.25 2,941.40 0.54 0.97 0.55 (0.43-0.71)
5th dose 20 207 35.41 218.54 0.56 0.95 0.60 (0.38-0.94)
28 days
1st dose 814 16,588 1,145.18  19,356.46 0.71 0.86 0.83 (0.77-0.89)
2nd dose 860 15,596 1,267.19  17,987.04 0.68 0.87 0.78 (0.73-0.84)
3rd dose 705 10,376 1,042.35  11,090.77 0.68 0.94 0.72 (0.67-0.78)
4th dose 314 2,580 471.13 2,550.45 0.67 1.01 0.66 (0.59-0.74)
5th dose 103 192 136.08 179.60 0.76 1.07 0.71 (0.54-0.92)
42 days
1st dose 1,111 15,314 1,477.79  17,793.15 0.75 0.86 0.87 (0.82-0.93)
2nd dose 1,296 14,619 1,898.58  16,754.50 0.68 0.87 0.78 (0.74-0.83)
3rd dose 1,137 9,821 1,558.53  10,459.92 0.73 0.94 0.78 (0.73-0.83)
4th dose 514 2,296 697.62 2,246.10 0.74 1.02 0.72 (0.66-0.79)
5th dose 159 108 187.81 101.63 0.85 1.06 0.80 (0.60-1.06)
56 days
1st dose 1,317 14,284 1,756.17  16,310.74 0.75 0.88 0.86 (0.81-0.90)
2nd dose 1,723 13,795 2,527.64  15,552.35 0.68 0.89 0.77 (0.73-0.81)
3rd dose 1,483 9,421 2,070.33  9,880.67 0.72 0.95 0.75 (0.71-0.79)
4th dose 716 2,038 916.18 1,972.23 0.78 1.03 0.76 (0.70-0.82)
5th dose 194 52 223.50 46.20 0.87 1.13 0.77 (0.53-1.13)

Abbreviation: IRR, incidence rate ratio
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U A2 =E42): AFEA B9
O Z2Y1992 HF ol 13] o] 219 ZEE A A9
- 9z B g 7Yl 3HAY #4 F 229N HF o) =9
A5 AQlste] 29N HF F APl A HEA ﬁ%lé_li‘rﬂ AdE #E7
zTIe A e HEA Hds DA ES vaste] BYENE HEAE
- AET 149 ot Z=UI9RA HF ol HEA JM}:M A e T
ZF thHl 987l A IRR (95% CD 0.81 (0.77-0.86) o] 1.om, 79/28Y/42/56% =17+
A ANA FARE FFoE e

i

E U9 AF F P AT wSIF UE Q3 B - MgERAe-D

X
Incidence rate /

L No. of cases Person years
Risk interval person year RR (95% CD
term risk control risk control risk control
interval interval interval interval interval interval
14 days 1,416 15,655 2,115.15  18,969.36 0.67 0.83 0.81 (0.77-0.86)
7 days 628 16,443 1,058.21  20,026.26 0.59 0.82 0.72 (0.67-0.78)
28 days 2,786 16,542 4,050.40  19,300.93 0.69 0.86 0.80 (0.77-0.84)
42 days 4,202 15,270 5,803.96 17,740.11 0.72 0.86 0.84 (0.81-0.87)
56 days 5,414 14,244 7,472.90 16,261.42 0.72 0.88 0.83 (0.80-0.85)

Abbreviation: IRR, incidence rate ratio

- A9 HF ol Z2U9 ol Jde FAE A 1A H A3 Ao A
dose risk estimation& # &3+ o]z X s WA= REY £ Ay Z21994

12k, 22k, 32F, 43, SR F o] % 14949 73t A IRR (95% CD2 242t 0.83 (0.76-
0.92), 0.84 (0.77-0.93), 0.68 (0.60-0.76), 0.67 (0.57-0.79), 0.76 (0.55-1.03) °] A+

= 229NN FFE F U AT YA G P o3 B4 - NPEEHE-D

Incidence rate

Risk interval No. of cases Person years

term . . / person year - op (959% CD

(14 days) risk control risk control risk control

interval interval interval interval interval interval
1st dose 450 15,655 654.23 18,969.36 0.69 0.83 0.83 (0.76-0.92)
2nd dose 446 14,304 632.12 17,117.13 0.71 0.84 0.84 (0.77-0.93)
3rd dose 313 9,027 521.01 10,145.95 0.60 0.89 0.68 (0.60-0.76)
4th dose 156 2,718 237.08 2,780.21 0.66 0.98 0.67 (0.57-0.79)
5th dose 51 175 70.6 182.96 0.72 0.96 0.76 (0.55-1.03)

Abbreviation: IRR, incidence rate ratio
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@ N4 HF A 14Y(healthy vaccine effect period)& A<
- 21994 HF o] A healthy period 149-& ALt A H @S SAjoa] 2219
WA HE T G0N HEA HEEY] PSS BEVT W 2Tl A e 1+
4 HEg BAAEH Hlwste] HAERE S
- AF T 149 Aot ZE2U9NA HF ol F HEA HESe] BA AP 2T
ZF v @ F3EelA IRR (95% CD 0.74 (0.70-0.79) ollom, 79/28¥€/429/569 17+
SEAAA fFARRE FFoE e

® 220 HE F A4 A BN UE A BA - NAEEAER-D)

Incidence rate /

S No. of cases Person years
Risk interval person year RR (95% CI)
term risk control risk control risk control
interval interval interval interval interval interval
14 days 1,355 15,247 2,084.40  17,436.04 0.65 0.87 0.74 (0.70-0.79)
7 days 622 15,980 1,025.63  18,063.55 0.61 0.88 0.69 (0.63-0.74)
28 days 2,680 16,172 3,633.03 17,688.54 0.74 0.91 0.81 (0.77-0.84)
42 days 4,073 14,921 5,294.04  16,223.73 0.77 0.92 0.84 (0.81-0.87)
56 days 5,275 13,905 6,872.99  14,805.92 0.77 0.94 0.82 (0.79-0.84)

Abbreviation: IRR, incidence rate ratio

- 21994 HZ o] A healthy period 1492 A|9)3F 7+dA #H A3 x4 dose
risk estimatione 283 o|xk EAof tigt MIAEEA 3 A3, I 219904 14} 2
2k, 32k, 42F, 5AEF ol F 14¢€ 9 el A IRR (95% CD2 Z+zt 0.69 (0.62-0.76),
0.82 (0.74-0.90), 0.66 (0.59-0.74), 0.66 (0.56-0.78), 0.75 (0.55-1.03) ©] 3=

= ZEU9MA AT F b4 128 BAFe] i o3 B - NPEEHE-D)

Incidence rate

Risk interval No. of cases Person years

term . . / person year —pp (959 I

(14 days) _ Tisk control ~ risk control ~ risk control

interval interval interval interval interval interval
1st dose 389 15,247 645.03 17,436.04 0.60 0.87 0.69 (0.62-0.76)
2nd dose 446 14,071 622.91 16,064.74 0.72 0.88 0.82 (0.74-0.90)
3rd dose 313 8,951 513.39 9,698.55 0.61 0.92 0.66 (0.59-0.74)
4th dose 156 2,694 233.52 2,668.47 0.67 1.01 0.66 (0.56-0.78)
5th dose 51 175 69.45 179.85 0.73 0.97 0.75 (0.55-1.03)

Abbreviation: IRR, incidence rate ratio

_29_



Q@ WA HF o|F=HE NEAA HAE Jd A AFHEE IAgH U= A A9

- AU HF olF=HE HEA HAS I Abo] Addad deHId
d, AT, 2EEARE S Jare AAE AQete A=UH9NA A

APFroA AR A3 98-S RV U dz2Fhe A HEA HZE 2y

3 vawste] Y EHE AHE8H S

P73 14 Aolstell 219N HF ol F HEA HAdde o AP =T

ZF tiHl @1kl A IRR (95% CD 0.87 (0.82-0.93) oo, 7L /28U /42¥ /564 W17+
B A= 22 0.79 (0.72-0.86), 0.86 (0.82-0.90), 0.90 (0.86-0.93), 0.88 (0.85-0.91)°

AR oz YER.

il

I
e

°

Y
Jo

% 22994 FF F A4 AAE 9Pl R 9 B4 - A3 ER4E-3)
Incidence rate /
L No. of cases Person years

Risk interval _ person year RR (95% CD

term risk control risk control risk control

interval interval interval interval interval interval
14 days 1,086 11,214 1,524.93  13,746.24 0.71 0.82 0.87 (0.82-0.93)
7 days 489 11,811 762.86 14,508.27 0.64 0.81 0.79 (0.72-0.86)
28 days 2,115 11,614 2,930.35  13,835.73 0.72 0.84 0.86 (0.82-0.90)
42 days 3,166 10,700 4,210.72  12,737.65 0.75 0.84 0.90 (0.86-0.93)
56 days 4,071 9,972 5,425.57  11,708.36 0.75 0.85 0.88 (0.85-0.91)

Abbreviation: IRR, incidence rate ratio

ut

- FZ2Y19NA HEF o] 2 HE 7HEA HAS Ao Alo] A¥EAAE FI AT FAE
A3 7HEA HAS Ao A dose risk estimationg A -83F o]z B thdh
SEA 3 A3, Z2uH199 A 13}, 23}, 3&}, 43}, bARFHS ol 14¥€ 9] A Tt
0.74), 0.62 (0.42-0.91) °]NL.

E U194 FF 5 A4 AAT BASPel tE ol BA - UREEHE-Y

Incidence rate

Risk interval No. of cases Person years

term . . / person year - pp (959 1)

(14 days) _ Tisk control ~ risk control ~ risk control

interval interval interval interval interval interval
1st dose 370 11,214 471.37 13,746.24 0.78 0.82 0.96 (0.87-1.07)
2nd dose 346 10,148 455.9 12,354.86 0.76 0.82 0.92 (0.83-1.03)
3rd dose 242 6,320 376.89 7,380.19 0.64 0.86 0.75 (0.66-0.85)
4th dose 96 1,865 169.64 1,989.85 0.57 0.94 0.60 (0.49-0.74)
5th dose 32 130 51.06 128.96 0.63 1.01 0.62 (0.42-0.91D

Abbreviation: IRR, incidence rate ratio
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oy

©

UA=EA4Q): AR #4328 AHY

FEAY T EE FAYOE EA HARE g o= A3t A

7HAA HAZS dY A = injection corticosteriodE AM&3F ¢

- AZERY AFAE UolA F4H = BE BdHoE A A-ZdE ddys 23
3l Y%A+ = injection corticosteriodE AM&3F A2 AFE A Axd.

- AP 149 Aostol] 219N A HEF ol HAAd HASe WA fFS =T
ZF oida] 173kl A IRR (95% CD 0.47 (0.40-0.56) ol o, 7L/28Y/42Y /569 W3+
SEAOA ARG FFoE YEE

229N HF F A A9 BN OF AR B - DPERAG-1-D

X
Incidence rate /

L No. of cases Person years
Risk interval person year RR (95% CD
term risk control risk control risk control
interval interval interval interval interval interval
14 days 147 2,567 408.44 3,383.85 0.36 0.76 0.47 (0.40-0.56)
7 days 75 2,366 134.89 2,452.84 0.56 0.96 0.58 (0.46-0.72)
28 days 314 2,878 776.96 3,427.73 0.40 0.84 0.48 (0.43-0.54)
42 days 496 2,712 1,107.12 3,122.63 0.45 0.87 0.52 (0.47-0.57)
56 days 669 2,563 1,420.83 2,829.66 0.47 0.91 0.52 (0.48-0.57)

Abbreviation: IRR, incidence rate ratio

H 23 Zxo A dose risk estimationg &3+ o]x} F2o

A

ZZU19A HE 5 A HZS B tE ol &4 - U EEHG-1-D

]

Incidence rate

Risk interval No. of cases Person years / person year

term - - : IRR (95% CD

(14 days) ~ Tisk control ~ Tisk control ~ Tisk control

interval interval interval interval interval interval
1st dose 43 2,567 134.71 3,383.85 0.32 0.76 0.42 (0.31-0.57)
2nd dose 35 2,416 129.02 3,037.17 0.27 0.80 0.34 (0.24-0.48)
3rd dose 37 1,641 100.24 1,668.53 0.37 0.98 0.38 (0.27-0.52)
4th dose 23 549 35.95 401.93 0.64 1.37 0.47 (0.31-0.7D
5th dose 9 56 8.53 22.11 1.06 2.53 0.42 (0.21-0.83)

Abbreviation: IRR, incidence rate ratio
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\S]
~

HAE HAE A 4 F ALARE B AS

- AR AFAR YoM FA4Y e ZE RO HEA HAHdS dudgs =3
& ddEA T ALASE T AR AT B DAY

- AE T 14 Aot 229N HF ol F A A T AP =T
ZF tiHl 9182kl IRR (95% CD 0.69 (0.61-0.78) o] 10w, 7%/28%/429/56% w17+
ZEAA AR $Fo g vERd

® =9 FFE F P4 WAT BAND U 93 B - NGEENG-1-2)

S|
Incidence rate /

L No. of cases Person years
Risk interval person year RR (95% CD)
term risk control risk control risk control
interval interval interval interval interval interval
14 days 275 3,253 379.25 3,112.62 0.73 1.05 0.69 (0.61-0.78)
7 days 131 3,397 189.78 3,302.09 0.69 1.03 0.67 (0.56-0.80)
28 days 512 3,649 717.71 3,161.62 0.71 1.15 0.62 (0.56-0.68)
42 days 814 3,345 1,017.12  2,869.55 0.80 1.17 0.69 (0.64-0.74)
56 days 1,067 3,096 1,302.00  2,584.16 0.82 1.20 0.68 (0.64-0.73)

Abbreviation: IRR, incidence rate ratio

sl slalo| Al dose risk estimationg &3k o]z} A

- Z2U9AL 1A, 23F 3A, 43F SARTF ol F 149 97l IRR (95% CD2
z+z} 0.64 (0.52-0.79), 0.63 (0.51-0.77), 0.57 (0.45-0.73), 0.56 (0.38-0.83), 0.87 (0.37-2.02)
ol A+

 22UHoMA HE F 0y A28 Bydel i ol B4 - WPEEHG-1-2)

Incidence rate

Risk interval No. of cases Person years

term . . / person year —pp (959 I

(14 days) risk control risk control risk control

interval interval interval interval interval interval
1st dose 91 3,253 135.16 3,112.62 0.67 1.05 0.64 (0.52-0.79)
2nd dose 86 2,988 125.95 2,736.09 0.68 1.09 0.63 (0.51-0.77)
3rd dose 65 1,818 86.09 1,371.39 0.75 1.33 0.57 (0.45-0.73)
4th dose 26 484 27.90 291.55 0.93 1.66 0.56 (0.38-0.83)
5th dose 7 21 4.10 10.64 1.71 1.97 0.87 (0.37-2.02)

Abbreviation: IRR, incidence rate ratio

_32_



w
=

1Y ALS Y B F FAY AU BS

- ARRY ATAR UelA 4 EE RE Rgwos A4 A JuWe @
3 AR F FEAY YD A2 AGI 24 A

- 9P UL AolFte] TR HF ol F 1hA4 AdTe] By AP 2T
7+ ohHl 91Tl Al IRR (95% CD 0.64 (0.55-0.75) o]%l.oml, 72/289/422/56 17
SRHA FAT PP e,

® =9 FFE F P4 WAT BAND U 93 B - GEENG-1-Y)

X
Incidence rate
No. of cases Person years /

Risk interval person year 0
term risk control risk control risk control =
interval interval interval interval interval interval

14 days 170 2,271 269.58 2,318.15 0.63 0.98 0.64 (0.55-0.75)
7 days 75 2,366 134.89 2,452.84 0.56 0.96 0.58 (0.46-0.72)
28 days 325 2,520 511.93 2,352.88 0.63 1.07 0.59 (0.53-0.66)
42 days 509 2,359 727.61 2,152.82 0.70 1.10 0.64 (0.58-0.70)
56 days 666 2,213 932.34 1,954.42 0.71 1.13 0.63 (0.58-0.69)

Abbreviation: IRR, incidence rate ratio

sl slalo| Al dose risk estimationg &3k o]z} A

- Z2U9AL 1A, 23F 3A, 43F SARTF ol F 149 97l IRR (95% CD2
Z+z} 0.49 (0.37-0.66), 0.65 (0.50-0.84), 0.58 (0.43-0.79), 0.66 (0.43-1.01), 0.45 (0.10-2.02)
ol A+

 2ZUHoMA HE F rad A28 2Pl i ol B - WPEEHG-1-3

Incidence rate

Risk interval No. of cases Person years

term . . / person year —pp (959 I

(14 days) risk control risk control risk control

interval interval interval interval interval interval
1st dose 45 2,271 93.55 2,318.15 0.48 0.98 0.49 (0.37-0.66)
2nd dose 58 2,088 87.44 2,051.99 0.66 1.02 0.65 (0.50-0.84)
3rd dose 43 1,302 61.64 1,085.99 0.70 1.20 0.58 (0.43-0.79)
4th dose 22 368 22.82 250.74 0.96 1.47 0.66 (0.43-1.01)
5th dose 2 12 4.14 11.17 0.48 1.07 0.45 (0.10-2.02)

Abbreviation: IRR, incidence rate ratio
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@ A4 HAY == 3
D 294 A4S £ FHEFTASFE U9
- AZRY ATAR WY FPY == BE PPN A4 WAF =t FHEFD
UEEFOR YU ASE AVH B A%,
- NPT UYL Astol TN AF o F 1AY w AR WA P =T
7+ ohHl 91Tl Al IRR (95% CD 0.80 (0.76-0.84) o] %l.o.m, 72/289/422/56 17
SRANA FARE PO ehd,

=R AE F A4 HAT BN U Qa BY - gEEG-2-])

S|
Incidence rate /

L No. of cases Person years
Risk interval person year RR (95% CI)
term risk control risk control risk control
interval interval interval interval interval interval
14 days 1,664 19,640 2,573.43  24,306.95 0.65 0.81 0.80 (0.76-0.84)
7 days 752 20,552 1,287.55  25,592.81 0.58 0.80 0.73 (0.68-0.78)
28 days 3,248 20,886 4,929.02  24,769.08 0.66 0.84 0.78 (0.75-0.81)
42 days 4,914 19,473 7,063.57  22,915.08 0.70 0.85 0.82 (0.79-0.84)
56 days 6,372 18,280 9,095.49 21,141.73 0.70 0.86 0.81 (0.79-0.83)

Abbreviation: IRR, incidence rate ratio

- HAE AHoE zt= 71dA 23 kAo A dose risk estimationg A3k o]z} H-A]
0@ WREEAe S5
- Z2Y199 4 12}, 23, 33}, 4xF, 5RFHFE o]F 1499 ¥ 7t A IRR (95% CD-e
Z+Zy 0.94 (0.88-0.99), 0.74 (0.70-0.78), 0.74 (0.70-0.78), 0.74 (0.68-0.80), 0.77 (0.53-1.13)
N &
¥ ZEUI9NA HAE 3 A #HZS B dig o)ak 74 - IAERAE-2-1)
Risk interval No. of cases Person years I/n%ggé%e ;eaéf
term . . . IRR (95% CD
(14 days) risk control risk control risk control
interval interval interval interval interval interval
1st dose 1,174 13,905 1,333.91  14,805.92 0.88 0.94 0.94 (0.88-0.99)
2nd dose 1,713 13,514 2,448.05 14,300.71 0.70 0.94 0.74 (0.70-0.78)
3rd dose 1,480 9,322 2,000.54  9,285.52 0.74 1.00 0.74 (0.70-0.78)
4th dose 715 2,012 878.1 1,823.61 0.81 1.10 0.74 (0.68-0.80)
5th dose 193 52 212.2 44.22 0.91 1.18 0.77 (0.53-1.13)

Abbreviation: IRR, incidence rate ratio
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3kx} = injection corticosteriodS AH&-3F A
Byl HdA HAS == FAHEE

14 Aofstoll Z2U19MA HF ol F HEAd HASe B AP T
AP FZENA IRR (95% CD 0.58 (0.51-0.66) ol o, 74/28Y/424 /56 =17+

= 229Ny 4F 5 A4 9 2Pl B 3 B - NgEHG-2-2)
]

Incidence rate

L No. of cases Person years
Risk interval person year RR (95% CI)
term risk control risk control risk control
interval interval interval interval interval interval
14 days 252 4,285 513.97 5,108.90 0.49 0.84 0.58 (0.51-0.66)
7 days 121 4,416 257.19 5,365.69 0.47 0.82 0.57 (0.48-0.69)
28 days 514 4,771 979.03 5,257.98 0.53 0.91 0.58 (0.53-0.63)
42 days 787 4,542 1,396.45  4,888.90 0.56 0.93 0.61 (0.56-0.66)
56 days 1,050 4,331 1,794.73  4,536.05 0.59 0.95 0.61 (0.57-0.66)

Abbreviation: IRR, incidence rate ratio

Kol

A

zt= 7+hE A #HZ&$ gl A dose risk estimationg & &3+ o]z}

= 229NN HE F Ay A3 A Pe] hE o B - NPEEHG-2-2)

Incidence rate

Risk interval No. of cases Person years
term . . / person year - op (959% CD

(14 days) ~ Tisk control ~ risk control ~ risk control

interval interval interval interval interval interval
1st dose 73 4,285 173.85 5,108.90 0.42 0.84 0.50 (0.40-0.63)
2nd dose 67 4,023 163.7 4,505.37 0.41 0.89 0.46 (0.36-0.58)
3rd dose 64 2,682 117.51 2,377.44 0.54 1.13 0.48 (0.38-0.62)
4th dose 34 936 48.52 596.88 0.70 1.57 0.45 (0.32-0.63)
5th dose 14 78 10.35 27.25 1.35 2.86 0.47 (0.27-0.83)

Abbreviation: IRR, incidence rate ratio
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3 Y AP B FHTFLAZFE 9Y B4 F HLNRE B FP
- AZRY ATAR W FPY EE BE RPN A4 AT £= FHEFD
UEFTOR YUD APolA BAARE WL BAZ ADT B4 A
- NPT UYL Aostol BRUHNA HAF ol F AN AR WA P 2T
ZF div] @A IRR (95% CD 0.67 (0.59-0.76) ollom™, 7H/28€/42€/56Y "7+
SRAolA FAR FHOT Uehg

® =9 AFE F P4 WAT BANF U 93 BY - NGEENG-2-Y)

S|
Incidence rate /

L No. of cases Person years
Risk interval person year RR (95% CD)
term risk control risk control risk control
interval interval interval interval interval interval
14 days 276 3,256 462.71 3,667.62 0.60 0.89 0.67 (0.59-0.76)
7 days 131 3,401 231.57 3,898.76 0.57 0.87 0.65 (0.54-0.77)
28 days 515 3,652 876.85 3,694.99 0.59 0.99 0.59 (0.54-0.65)
42 days 817 3,347 1,245.01  3,332.50 0.66 1.00 0.65 (0.61-0.7D
56 days 1,069 3,100 1,595.78  2,977.98 0.67 1.04 0.64 (0.60-0.69)

Abbreviation: IRR, incidence rate ratio

- HAE AYE zt= 7H2EA HA@3 x4 dose risk estimatione 83+ o]z} HA9
gl A EREAS 33N
- IZ2U19WA 1x), 2xF, 32k, 4%F, 5APHE o]l F 1499 A FZbelA IRR (95% CD-<
1

£ =RHOMA HE F A4 A9 BAAPel F ol B - WPgEEHG-2-3

Incidence rate

Risk interval No. of cases Person years

term . . / person year - pp (9595 1)

(14 days) _ Tisk control ~ risk control ~ risk control

interval interval interval interval interval interval
1st dose 91 3,256 163.64 3,667.62 0.56 0.89 0.63 (0.51-0.77)
2nd dose 87 2,991 153.97 3,215.50 0.57 0.93 0.61 (0.49-0.75)
3rd dose 65 1,821 109.61 1,582.81 0.59 1.15 0.52 (0.40-0.66)
4th dose 26 484 31.29 312.24 0.83 1.55 0.54 (0.36-0.79)
5th dose 7 21 4.16 10.79 1.68 1.95 0.87 (0.37-2.02)

Abbreviation: IRR, incidence rate ratio

_36_



W
N

|
A do o pok [
e
-
)

A
_i>~

i
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Foll = UH9MA HF ol g #HASe] ¥4 7S iz
IRR (95% CD 0.61 (0.53-0.72) o]leom, 7L/28L/42€/56¥ T3

~

)
T o

é_t
e RN )
ool
-4
Y
=2
>

= 229Ny 4F 5 A4 A9 2Pl B 3 BA - NPERHG-2-4)
]

Incidence rate

L No. of cases Person years
Risk interval person year RR (95% CI)
term risk control risk control risk control
interval interval interval interval interval interval
14 days 172 2,303 347.67 2,857.29 0.49 0.81 0.61 (0.53-0.72)
7 days 76 2,399 174.02 3,030.94 0.44 0.79 0.55 (0.44-0.69)
28 days 331 2,556 661.16 2,872.26 0.50 0.89 0.56 (0.50-0.63)
42 days 516 2,395 941.71 2,606.71 0.55 0.92 0.60 (0.54-0.66)
56 days 677 2,244 1,208.87  2,343.54 0.56 0.96 0.58 (0.54-0.64)

Abbreviation: IRR, incidence rate ratio

Kol

A

zt= 7+hE A #HZ&$ gl A dose risk estimationg & &3+ o]z}

= 229N HE F A A3 A Pel hE o B4 - NPEEHG-2-9)

Incidence rate

Risk interval No. of cases Person years
term . . / person year - op (959% CD

(14 days) risk control risk control risk control

interval interval interval interval interval interval
1st dose 45 2,303 120.15 2,857.29 0.37 0.81 0.46 (0.35-0.62)
2nd dose 59 2,118 113.62 2,517.96 0.52 0.84 0.62 (0.48-0.80)
3rd dose 43 1,321 83.27 1,291.98 0.52 1.02 0.51 (0.37-0.68)
4th dose 23 373 26.5 274.53 0.87 1.36 0.64 (0.42-0.97)
5th dose 2 12 4.14 11.17 0.48 1.07 0.45 (0.10-2.02)

Abbreviation: IRR, incidence rate ratio
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- AR ATAR WolA I EE RE RYos 14 WS Aude =3
3k U8} = connective tissue disease (CTD)-related & Rk wke 3212 7)) )3k
g2 A B4 A4,

- AT 149 AYstol 2 U199 AL HF ol F HAA HAZe HA ¥ tiExT
ZF tin] Y7ol A IRR (95% CD 0.82 (0.77-0.87) o) ow, 79/28¥ /424 /569 #17+
ERAoA FAR o Lehd

E Z2 U199 HE & A 213 g gk a3 B4 - U EEA(3-3-1)

Incidence rate /
o No. of cases Person years
Risk interval person year RR (95% CI)
term risk control risk control risk control ’
interval interval interval interval interval interval
14 days 1,256 13,737 1,866.34  16,686.88 0.67 0.82 0.82 (0.77-0.87)
7 days 562 14,431 933.74 17,618.62 0.60 0.82 0.73 (0.68-0.80)
28 days 2,433 14,580 3,571.56 17,014.56 0.68 0.86 0.80 (0.76-0.83)
42 days 3,651 13,472 5,114.92  15,629.40 0.71 0.86 0.83 (0.80-0.86)
56 days 4,714 12,561 6,585.69  14,317.31 0.72 0.88 0.82 (0.79-0.84)

Abbreviation: IRR, incidence rate ratio

- HAE AHoE zt= 71dA 23 kAo A dose risk estimationg A3k o]z} H-A]
e NPERAE YA

- 29 1xF, 23k, 33k, 43F, SR E olF 1499 T4 IRR (95% CD
Z+Zy 0.85 (0.77-0.93), 0.85 (0.77-0.94), 0.68 (0.60-0.76), 0.67 (0.56-0.79), 0.74 (0.53-1.03)
&

£ =2UH9NA HE F A A8 2Pl tE ol B - WPBEEHG-3-D

Incidence rate

Risk interval No. of cases Person years

term . .  person year - pp (959 CI)

(14 days) ~ risk control ~ risk control - Tisk control

interval Interval interval interval interval interval
1st dose 400 13,737 574.59 16,686.88 0.70 0.82 0.85 (0.77-0.93)
2nd dose 393 12,608 555.83 15,100.83 0.71 0.83 0.85 (0.77-0.94)
3rd dose 278 8,022 460.15 8,995.01 0.60 0.89 0.68 (0.60-0.76)
4th dose 140 2,473 212.30 2,494.28 0.66 0.99 0.67 (0.56-0.79)
5th dose 45 156 63.35 163.14 0.71 0.96 0.74 (0.53-1.03)

Abbreviation: IRR, incidence rate ratio
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2) CTD-unrelated 7+d4 #HA3}o = JAg 34 F injection corticosteriods A&+ 745
- AAEE AFAE YollA FAY e ZE BAYHoE EA HAE ddys 2§
3l A¥3kx = connective tissue disease (CTD)-related ¥ Ak w+o 3x-2 A 93}

injection corticosterioid® AF&3t A= Agta B4 A,

g b 149 Bojste] Z2U19MA HF o] A H A A Ade dET
H & F7ko A IRR (95% CD 0.74 (0.68-0.80) o] om, 74/28¥ /424 /56 w17t
SEAA FAE o E e

T ZEgIud WE F A4 ARE wAslel tig YA B4 - NBERAG-3-)

|
rij_lﬂ

S|
Incidence rate /

L No. of cases Person years
Risk interval person year RR (95% CI)
term risk control risk control risk control
interval interval interval interval interval interval
14 days 731 8,758 1,142.58  10,104.93 0.64 0.87 0.74 (0.68-0.80)
7 days 562 14,431 933.74 17,618.62 0.60 0.82 0.66 (0.60-0.74)
28 days 2,433 14,580  3,571.562 17,014.56 0.68 0.86 0.72 (0.68-0.76)
42 days 3,651 13,472  5,114.919 15,629.4 0.71 0.86 0.77 (0.73-0.81)
56 days 4,714 12,561  6,585.687 14,317.31 0.72 0.88 0.76 (0.73-0.79)

Abbreviation: IRR, incidence rate ratio

Aol

Mo

zt= 7HA A w1 @3k Szl A dose risk estimationS A -&3F o] &}

E =EUH9MA AF F A4 A88 2AAF] E o B - MPBEEHG-3-D)

Incidence rate

Risk interval No. of cases Person years

term . . / person year — pp (95% CD

(14 days) _ risk control _ risk control _ Tisk control

interval interval interval interval interval interval
1st dose 326 9,163 571.60 10,675.89 0.57 0.86 0.71 (0.63-0.81)
2nd dose 1,447 9,439 2,183.03  10,282.82 0.66 0.92 0.74 (0.64-0.84)
3rd dose 2,221 8,703 3,122.17 9,416.30 0.71 0.92 0.61 (0.52-0.7D
4th dose 2,871 8,138 4,017.42 8,612.82 0.71 0.94 0.67 (0.54-0.83)
5th dose 25 94 32.50 85.28 0.77 1.10 0.70 (0.45-1.08)

Abbreviation: IRR, incidence rate ratio
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3) CTD-unrelated 7+2 A #H23to =
- AGEY HFAR YolA 44

2} = connective tissue disease (CTD)-relate
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bol LZuH9MAl HE o) F 7HAA AT LA
IRR (95% CD 0.68 (0.60-0.78) o] o, 7Y/28U/42¥ /56

- NZEEHE-3-3)

Risk interval
term

interval

%]
Incidence rate /
person year
risk control
interval interval

No. of cases Person years

control
interval

risk
interval

control
interval

risk

IRR (95% CD

14 days

232 2,770 323.79 2636.85 0.72 1.05

0.68 (0.60-0.78)

7 days
28 days
42 days
56 days

111
436

2,891
3,112
696 2,842
905 2,636

162.02
612.04
866.27
1108.83

2798.61
2682.47
2431.48
2185.33

0.69 1.03
0.71 1.16
0.80 1.17
0.82 1.21

0.66 (0.55-0.80)
0.61 (0.56-0.68)
0.69 (0.63-0.75)
0.68 (0.63-0.73)

Abbreviation: IRR,

H A
O7ts

2

=
=

O A=
BXS 3

incidence rate ratio

AR

bl e

ol

=~

]

H &3t s A dose risk estimations 83+ o]}t

Aol

Mo

s

12}, 22k, 3z, 4%, SAFHF o] % 1499 A@7AtelA IRR (95% CD-&

0.63 (0.50-0.79), 0.60 (0.47-0.75), 0.56 (0.43-0.73), 0.63 (0.42-0.93), 0.82 (0.33-2.03)

% F A A98 AP P ol Y - NFERAG-3-Y)

Incidence rate

Risk interval No. of cases Person years

term . .  person year - pp (959 CI)

(14 days) risk control risk control risk control

interval interval interval interval interval interval
1st dose 76 2770 115.02 2636.85 0.66 1.05 0.63 (0.50-0.79)
2nd dose 70 2550 107.32 2327.20 0.65 1.10 0.60 (0.47-0.75)
3rd dose 55 1562 73.76 1173.84 0.75 1.33 0.56 (0.43-0.73)
4th dose 25 419 24.13 252.86 1.04 1.66 0.63 (0.42-0.93)
5th dose 6 19 3.53 9.12 1.70 2.08 0.82 (0.33-2.03)

Abbreviation: IRR, incidence rate ratio
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4) CTD-unrelated 7+&A #HAZ o=z AU3 32 T F
H

- AR ATAR WA F4 E=E RE ggos 2 +
sk AU3A F connective tissue disease (CTD)-related & gt w2 A5 A9
T FEAA ALY FAE A B Ay

- 913 149 Aostel ZE2U9MA HFE olF HEA #HASe] A FS =
F v @3k A IRR (95% CD 0.45 (0.38-0.54) o] om, 79/28L€/424/56€ FI
SEAAA fFARRE FFoE e

F Z2U99N HF T EA AZ@E AL g td I3 B4 - 97 =E4(3-3-4)

S|
Incidence rate /

L No. of cases Person years
Risk interval person year RR (95% CI)
term risk control risk control risk control
interval interval interval interval interval interval
14 days 122 2,235 355.87 2,933.55 0.34 0.76 0.45 (0.38-0.54)
7 days 54 2,303 178.12 3,111.29 0.30 0.74 0.41 (0.31-0.54)
28 days 265 2,510 676.32 2,978.37 0.39 0.84 0.47 (0.41-0.53)
42 days 430 2,352 962.79 2,708.10 0.45 0.87 0.51 (0.46-0.57)
56 days 574 2,227 1,235.62  2,449.14 0.46 0.91 0.51 (0.47-0.56)

Abbreviation: IRR, incidence rate ratio

= ¥ a4 A48

WSl TIF o3 BA - MPAEEHE3

28 ol

Aol

Mo

s

-3-4)

Incidence rate

Risk interval No. of cases Person years

term . . / person year — pp (95% CD

(14 days) _ risk control _ risk control _ Tisk control

interval interval interval interval interval interval
1st dose 36 2,235 117.06 2,933.55 0.31 0.76 0.40 (0.29-0.56)
2nd dose 30 2,111 112.27 2,639.30 0.27 0.80 0.33 (0.23-0.48)
3rd dose 30 1,437 87.50 1,451.09 0.34 0.99 0.35 (0.24-0.50)
4th dose 19 490 31.71 355.26 0.60 1.38 0.43 (0.28-0.68)
5th dose 7 52 7.34 19.46 0.95 2.67 0.36 (0.16-0.78)

Abbreviation: IRR,

incidence rate ratio
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do

5) CTD-unrelated 2t #HAZo = QA SAoA E34 A Fsls == VA
xe XSS A9
- AZRE AFARE WA FAH B BE BAHoE HEA H
432 = connective tissue disease (CTD)-related ¥
gt A A AdFIE B2 A4 HES E}}f& %
- 93T 149 AHoslo]l ZEUHIMA HE olF 7HEA
b oid] 1@ 3ol Al IRR (95% CD 0.88 (0.81-0.95) o|lom, 7d/28¥€ /424 /56 W1
SEAAA fFARRE o E e

= 229N 4F 5 A4 AP 2Pl B A B - DREEHG-3-5)
]

-

o

Incidence rate

Risk interval person year
term risk control risk control risk control
interval interval interval interval interval interval

No. of cases Person years
IRR (95% CD

14 days 626 6,236 852.26 7,449.19 0.73 0.84 0.88 (0.81-0.95)

7 days 283 7,848 507.34 9,744.41 0.56 0.81 0.69 (0.62-0.78)
28 days 1,255 7,954 1,943.53  9,437.25 0.65 0.84 0.77 (0.72-0.81)
42 days 1,917 7,375 2,786.50  8,703.43 0.69 0.85 0.81 (0.77-0.85)
56 days 2,483 6,925 3,585.88  8,022.17 0.69 0.86 0.80 (0.77-0.84)

Abbreviation: IRR, incidence rate ratio

A1
~

A

zt= 7+hE A #HZ&$ gl A dose risk estimationg & &3+ o]z}

= 29N AE F Y AAE Bl B o)A B - NPERHG-3H)

of

Incidence rate

Risk interval No. of cases Person years

term . .  person year - pp (959 CI)

(14 days) risk control risk control risk control

interval interval interval interval interval interval
1st dose 213 6,236 262.94 7,449.19 0.81 0.84 0.97 (0.84-1.11D)
2nd dose 193 5,722 254.66 6,740.50 0.76 0.85 0.89 (0.77-1.03)
3rd dose 135 3,611 209.32 4,004.00 0.64 0.90 0.72 (0.60-0.85)
4th dose 66 1,132 96.44 1,127.16 0.68 1.00 0.68 (0.53-0.87)
5th dose 19 77 28.82 74.06 0.66 1.04 0.63 (0.38-1.05)

Abbreviation: IRR, incidence rate ratio
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6) CTD-unrelated 7+2A #H 2 3ko

o w3l Lo Ao

EREL !

- AZEY AFAR WellA T4 e BE FYHOE HEY AdE Jdwe 23
3 JUskat = connective tissue disease (CTD)- related IH A e A5 A%
Satol A ERA HAAFESE = FUA gHE E3elR &S AR A 524

A3}e).

- AFTL 149 oSt LT HIMA AF olF 1A AABe WY APE hxT
ZF di¥l @3kl A IRR (95% CD 0.77 (0.71-0.83) olom, 7€ /289 /42¥/56€ T17+
RN FAR PO Lehg,

E =29 AE F A4 AAF B9l UE U 84 (3-3-6)

Incidence rate /

L No. of cases Person years
Risk interval person year RR (95% CD
term risk control risk control risk control
interval interval interval interval interval interval
14 days 630 7,501 1,014.08  9,237.69 0.62 0.81 0.77 (0.71-0.83)
7 days 283 7,848 507.34 9,744.41 0.56 0.81 0.78 (0.69-0.88)
28 days 1,255 7,954 1,943.53  9,437.25 0.65 0.84 0.83 (0.78-0.88)
42 days 1,917 7,375 2,786.50  8,703.43 0.69 0.85 0.85 (0.80-0.89)
56 days 2,483 6,925 3,585.88  8,022.17 0.69 0.86 0.83 (0.79-0.87)

Abbreviation: IRR, incidence rate ratio

% 5 A s TPl hE ol B4 -

u]l—

fs

Ao

A

o] 3}

EE24(3-3-6)

Incidence rate

Risk interval No. of cases Person years

term . . / person year - pp (95% CD

(14 days) risk control risk control risk control

interval interval interval interval interval interval
1st dose 187 7,501 311.65 9,237.69 0.60 0.81 0.74 (0.64-0.85)
2nd dose 200 6,886 301.17 8,360.33 0.66 0.82 0.81 (0.70-0.93)
3rd dose 143 4,411 250.83 4,991.01 0.57 0.88 0.65 (0.55-0.76)
4th dose 74 1,341 115.86 1,367.12 0.64 0.98 0.65 (0.52-0.82)
5th dose 26 79 34.53 89.08 0.75 0.89 0.85 (0.55-1.32)

Abbreviation: IRR, incidence rate ratio
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49 Holshol mE0UA AF ol WY AABe w4 AYE GxT
Zkol A IRR (95% CD 0.98 (0.89-1.07) ol om, 7H/28U/42€/56Y€ =17+
A FAR g e
A AE ¥ A4 AR B Eel U AR B - FEEHGA-D

/

Lo
o2
—Ll

S

|
AL fo o &Y
1o
-
N

k
K
H
=
=
(>

Incidence rate
No. of cases Person years
person year

Risk interval IRR (95% CI)

term risk control risk control risk control
interval interval interval interval interval interval
14 days 3,895 35,351 4,676.74  41,450.58 0.83 0.85 0.98 (0.89-1.07)
7 days 1,810 37,436 2,340.25  43,786.19 0.77 0.85 0.90 (0.79-1.03)
28 days 7,251 36,855 8,940.09  41,959.41 0.81 0.88 0.92 (0.87-0.98)
42 days 10,936 33,396 12,792.84 38,406.07 0.85 0.87 0.98 (0.93-1.04)
56 days 13,830 30,796  16,470.37 35,053.65 0.84 0.88 0.96 (0.91-1.00)

Abbreviation: IRR, incidence rate ratio

Aol

Mo

zt= 7HA A w1 @3k Szl A dose risk estimationS A -&3F o] &}

= 22NN FF F A A8 BYND BE ol B - ARERHG-4-D

Incidence rate

Risk interval No. of cases Person years

term . . / person year — pp (95% CD

(14 days) risk control risk control risk control

interval interval interval interval interval interval
1st dose 1,420 35,351 1,504.14  41,450.58 0.94 0.85 1.11 (0.95-1.29)
2nd dose 1,296 31,550 1,443.24  36,927.08 0.90 0.85 1.05 (0.90-1.22)
3rd dose 804 18,117 1,146.77  20,511.07 0.70 0.88 0.79 (0.65-0.96)
4th dose 293 4,871 466.42 5,256.13 0.63 0.93 0.68 (0.55-0.84)
5th dose 82 233 115.94 294.06 0.71 0.79 0.89 (0.63-1.27)

Abbreviation: IRR, incidence rate ratio

- 44 -



HA3(J84)E I
I 24 A9
A

- A8 Y %HLX}E ua AM FAY EE RE PYYOL 2
(€]

X

- AP0 149 Aolstel Z2YIRA HF ol F HEA HAde] 2 AFS =T
b iRl 1@ 3ol Al IRR (95% CD 0.48 (0.36-0.64) o]lom, 79/28Y/42€/56%9 =17+
T4

A FAR o UEkhd
A

£ IEHoNA AF F U4 98 BAAEe) Y AR B - AGEEHG-4-D)

X
Incidence rate /

Risk interval e, 6 @ FETBOI eI person year RR (95% CD
term risk control risk control risk control ?
interval interval interval interval interval interval
14 days 236 4,071 632.10 5,246.96 0.37 0.78 0.48 (0.36-0.64)
7 days 90 4,217 316.34 5,562.71 0.28 0.76 0.38 (0.28-0.50)
28 days 503 4,576 1,199.64  5,324.48 0.42 0.86 0.49 (0.40-0.59)
42 days 826 4,242 1,706.14  4,843.60 0.48 0.88 0.55 (0.48-0.64)
56 days 1,088 4,007 2,188.69  4,382.95 0.50 0.91 0.54 (0.48-0.62)

Abbreviation: IRR, incidence rate ratio

- WAE AYE e 1HEA3 HAS #A oA dose risk estimations 28 o]z} EA]
0@ WEEEAS FSA L.

- Z2Y199 A 12}, 23, 33}, 4xF, 5RFHE o]F 1499 ¥ 1t A IRR (95% CD&
Z+zy 0.41 (0.29-0.57), 0.29 (0.20-0.44), 0.52 (0.26-1.05), 0.40 (0.25-0.64), 0.42 (0.19-0.91)
o1+

F 22U HE F A4 AAS 2] BF ol BA - DYEEH(G-4-D)
Risk interval No. of cases Person years I,“%nggﬁ? yréﬁf
term . . . IRR (95% CD
(14 days) . risk 'control ' risk .control . risk Vcontrol
interval interval interval interval interval interval
1st dose 66 4,071 209.64 5,246.96 0.31 0.78 0.41 (0.29-0.57)
2nd dose 48 3,828 200.60 4,709.00 0.24 0.81 0.29 (0.20-0.44)
3rd dose 81 2,531 155.86 2,543.56 0.52 1.00 0.52 (0.26-1.05)
4th dose 29 802 54.73 609.99 0.53 1.31 0.40 (0.25-0.64)
5th dose 12 75 11.26 29.66 1.07 2.53 0.42 (0.19-0.9D

Abbreviation: IRR, incidence rate ratio
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) AR AAZAZ dd FA F AALAEE WS HAH

- AZEE ATAR WlH F4W EE RE FWoR 1134 AAB0sNL Ay
o2 U A F AAAEE e AAE A B4 Q.

- AT 149 AYstoll ZE2U19WA HF ol % HAA HAZe HAY e tixT
ZF v 7ol A IRR (95% CD 0.96 (0.79-1.16) o]l om, 74/28¥/424 /56 717+
ERA0A FAT PO ey

¥ ZEYI9NA HE F A AZS By dig Ak £4 - IAERA(3-4-3)
Incidence rate /
L No. of cases Person years
Risk interval person year RR (95% CD
term risk control risk control risk control ’
interval interval interval interval interval interval
14 days 1,166 10,397 1,227.14  10,452.48 0.95 0.99 0.96 (0.79-1.16)
7 days 621 10,942 614.36 11,065.26 1.01 0.99 1.02 (0.77-1.35)
28 days 2,022 11,372 2,328.16  10,600.83 0.87 1.07 0.81 (0.70-0.93)
42 days 3,064 10,323 3,308.18  9,659.11 0.93 1.07 0.87 (0.77-0.97)
56 days 3,990 9,386 4,242.96  8,731.00 0.94 1.08 0.87 (0.79-0.97)
Abbreviation: IRR, incidence rate ratio
- AFE AHJE zh= 1A A H A3 3kx}o A dose risk estimationS A -8-3F o]z E-2] o

HE NPEEAS FYsas.

- ZEU9NA 13, 23 33 43, SRHAF o F 1UYe] APFUAM RR (95% CDe
Z+7}+0.89 (0.65-1.23), 0.94 (0.67-1.31), 0.85 (0.58-1.24), 0.59 (0.34-1.03), 0.90 (0.35-2.33)
o2

® RN HF F A4 AAR 2P TR o)A BA - NAEEHG-4-3)

Incidence rate

Risk interval No. of cases Person years

term . .  person year g (959 CI)

(14 days) ~ risk control ~ Tisk control ~ Tisk control

interval interval interval interval interval interval
1st dose 393 10,397 443.09 10,452.48 0.89 0.99 0.89 (0.65-1.23)
2nd dose 398 9,250 412.02 8,990.16 0.97 1.03 0.94 (0.67-1.3D
3rd dose 291 5,237 279.32 4,282.52 1.04 1.22 0.85 (0.58-1.24)
4th dose 71 1,230 81.29 833.88 0.87 1.48 0.59 (0.34-1.03)
5th dose 13 36 11.27 28.07 1.15 1.28 0.90 (0.35-2.33)

Abbreviation: IRR, incidence rate ratio
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= g3 #8x St s s .

- AT 149 AYstoll ZE2U19WA HF ol % HAA HAZe HAY e tixT
ZF v Y F7kel A IRR (95% CD 0.69 (0.55-0.86) o]l o, 74/28¥/424/56¥ =17+
SRANA fAR Fom vehd

¥ ZEYI9NA HE 3 A AZS By digk Ak 4 - AR (3-4-4)

No. of cases Person years lnciisnce e |

Risk interval ' person year RR (95% CD

term risk control risk control risk control ’

interval interval interval interval interval interval

14 days 519 6,674 784.65 6,932.73 0.66 0.96 0.69 (0.55-0.86)

7 days 223 6,970 392.57 7,324.79 0.57 0.95 0.60 (0.44-0.80)

28 days 926 7,448 1,492.44  7,010.37 0.62 1.06 0.58 (0.50-0.69)

42 days 1,448 6,977 2,124.31  6,422.62 0.68 1.09 0.63 (0.55-0.72)

56 days 1,928 6,537 2,724.87  5,836.53 0.71 1.12 0.63 (0.56-0.71)

Abbreviation: IRR, incidence rate ratio

- A" AHoE zt= 712 A H A3 kAo A dose risk estimatione A3 o]z} FA] o
E ARERA L FHTYL

- Z2Y199 A 12}, 23, 33}, 4xF, 5RFHE o]F 1499 ¥ 1t A IRR (95% CD&
Zyzy 0.43 (0.29-0.64), 0.78 (0.52-1.17), 0.70 (0.47-1.03), 0.49 (0.29-0.83), 0.37 (0.07-1.96)
ol A+

® =ZU9NA HE F A ALS WA B o3 BA - MPERAG-4-4)

Incidence rate

Risk interval No. of cases Person years

term . . / person year - p (95% CD

(14 days) . risk 'control ' risk .control . risk Vcontrol

interval interval interval interval interval interval
1st dose 115 6,674 275.69 6,932.73 0.42 0.96 0.43 (0.29-0.64)
2nd dose 200 6,084 258.60 6,100.98 0.77 1.00 0.78 (0.52-1.17)
3rd dose 153 3,721 178.16 3,023.43 0.86 1.23 0.70 (0.47-1.03)
4th dose 47 1,035 63.04 676.90 0.75 1.53 0.49 (0.29-0.83)
5th dose 4 30 9.16 25.08 0.44 1.20 0.37 (0.07-1.96)

Abbreviation: IRR, incidence rate ratio
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=dxE 2 A HE
7k 3Ue EdaE
O Z2UY190A HE & HEAdA A
H A&} =g
5| (1g9a5) T
o Fo) A 864 HAdo] mRNA FEUH9MA HE 19 ¥ 352y 2o =
AL B o SARS—CoV—2 polymerase chain reaction (PCR) AA} Az
SAdel, HE 3d FT =Abo] oF3lx]o] methylprednisolone 1 mg/kg/day Af
S3slsom, 20¢A EHE o HAE
1| Park et al |, BNT162b2, mRNA-1273(Moderna) Q1421 7ol 4] W21 ¥hel 7424 52 ghol
(2022) , I
RIEA &5,
e 2020.12.14. ~ 2021. 6. 9. WHO global pharmacovigilance database
VigiAccessE o] &3] m=ZU19MAl el 7HEA ¥ & 3k (single diagnosis
code) 847 &elst,
o o]ekg] o} referrer center 2021.01.~2021.12 F<¢F EWA HAF2 U3 26
W A5 g or A 49 e Z2Y199 (8ol Al HE & A
o |Sgallaetal | slgiom, o F 2%(50%) AR,
(2022)
o FEU19MA HF o] 54 #H Ao A EYA 9TS T 7 glor,
HARE & 5 HAdE xte] Fo)le BUHY A 279,
o &= 21709 referral hospitalolA] 2021.2.27. ~ 2021.10.30. %< Hal
H WAl #El 724 #H ™ (pneumonitis; #H®H EE 7)1 A HEA #@Ase] o
shHow zwkd 467 Ruds tidoerm e Aazatdel
You et al. | © EEW199WAl HFE F 37%(179)= 71A HAAHAZe] o3} T,
3 2003) A AR F((107), SUA 1Sl 1 A (2), SWA AHAE SH(25), FrhE s
AAy dEy HAA HAS (1Y), 208 S5 ddy 7-AA w9243 (1), 3HEA 5 o] (1
)
o FRZUY19M A AdE A HH VAL AATA] SR A ko, th
&3l 71 E o] drug—induced 7HEA HHo| 7]oE F AL
Soimaz et al | ° ulrol A 724 FEAE eEAA RS s R U (mRNA) 228 F $ 713, &
4 (28222) a g D AHAAZS BYgow, 18 corticosteroid®}t tocilizumab AFEE}S)
O} ARERE
i e FZ2U1992 HF F HEA FZ3e] A & 4 gloy, drug—induced 3t
5 | Alonetall  ay dase WE A% EE A% BAR U e AHA A &4 2T
(e022) AT 2HOT A% ¥ £40 Aok,
o et o E ClFolA A7 Z$ERFT(self—controlled case  series,
2 op SCCS) dT+AAE A&3te] T2 19WA Y} HEAdHE 3 1] A H7HE
A TS, A AEo R Jds s 17,1239, HAAH 2 73.349]
CoVaSC o, $Ad v &) 63.4%9. A7 U S 1~149 3 =31 i)
(2023) incidence rate ratio 0.81 (95% confidence interval 0.77 — 0.86))% }E}
WoolxEA F NI ERA Ay dX FAY g A9E Bl
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1. 7143 A (mechanistic evidence) & H7}

- | AR
HS P Fau & WAl F 5
= 1l -
shato] A 864 BA o] mRNA ZZU19wAl A& 19 & 35 3g
I g =AS Boow SARS-CoV—2 polymerase chain
reaction (PCR) ZHAF A7 &4, AE 39 * F74o] os}xof
1 Park et al. methylprednisolone 1 mg/kg/day AF&3tom, 20944 S mRNA
(2022) o] ¥ ol5t COVID—19
BNT162b2, mRNA—1273(Moderna) Q2A&olA] mal #+& 712
A HAdo] RuExR &S
Ao 664 FAd0] mRNA SL=F19®AI(BNT162b2) 23F A= 2
o] B ) Nex] =] W7+ &5 = Z Ao ]
Kono et al A S o T, W, AAAE S A4S 1Y BNT169h2
2 | (021 FRU19ma FE 5 444 A Afe] ohAolelA o EalA B | (0|2
(2022) A% 5 9e ZELHOMA FF wA Ay AAHe 53 o
ofol A A" 4 glor g Atk Ao s orgl
2199 HE: T 7HAA gEske] e d 4 glont
3 Alison et al drug—induced 7H&/d #HA$S HE AE T FHE AT Hy B
(2022) of tigk A #H &4 2 THE o= Q13 ¥ &440=2 A
ok,
maa | 1O 724 T GEATE B R HmRNA) 2R
4 (2022) T 71, 25 9 AAASS HQow, 188 corticosteroid SRR
9} tocilizumab AFg3G o) Ak
theha =k 2170 9] referral hospitalell 4] 2021.2.27. ~ 2021.10.30.
Zot Rug WA ##H HH (pneumonitis; FEA #HE@ == 714
7HAA HAske] s o7 AutH 467) HuAdS o R Fad
HE 2T
ot @ Ay Ade) A4e QAR eAn | o
HA2U19UAII Ay HEA dHHe VS AT L olErHp}
5 Y(;;Ogg)a'- erren, Sedd 7115l drug=induced AFel 7leid & gle | T
W A EE AT ] AEe UE A% Edow s W 4| U
3 TAE oA WSO A% A Sl U SHAl
E Ao A= BAL fluid #40A FZ 457153 A 2E| A2
Zol=of figh whgow FRU19MA HF 3 AP W v
R
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2. 9387 = A (epidemiologic evidence) &3 H7}

Ag Aakg Hel

5 Faug 0A 5
= ! -
2020.12.14. ~ 2021. 6. 9. WHO global pharmacovigilance
Par;ogtz al. database VigiAccessS ©o|&3te] ZZU199Al #¢ 7HAA -
( ) ¥4 3} (single diagnosis code) 847 &elgl
o] etg]o} referrer center 2021.01.~2021.12 E¢F EdLA] A
2 g9 269 FAE dFeR A 499 e =
19w Al (stex}) HE & wAsIl o, o] T 29 (50%) A
Sgalla et al. &) y
> 12022) o stelz
FZY190A A o] 5 HAse] A ETA s
g g glon, MAHET F 53 #HAZE dxe Fone B
UEH d=f o549,
ekl 217019 referral hospitalolA 2021.2.27. ~
2021.10.30. &< ®ayE @Al ¥ #H ¥ (pneumonitis; | H
T A A A s o AvH 467) iSOl | glo| A},
Vou et al dow FiE e T4, opEbE
(2023) 2219 HF F 37%(17%8)= 714 84 A g ofst | m,
ek QEAl
PSR AHF(1L07), T UFolH A AW (), Y AYHE o
A2w), Frrex iéé #AdE A4 HAE3(1Y), o S5 ddEd
A AA-E (1Y), HEA 9 o] (19).
gl R AdToA A7) Z A (self—controlled o] 2}
case series, SCCS) 04?““7412 A gsle] IEU199M A3 712 i
2 op AA AT el AA WAE s, BAAAAgow g | FEFHE
A FAp= 17,1237, Jﬂi’rﬁﬂgﬁ 73.341019, FAd o] njgo] | EU,
CoVaSC 63.4%%. HE7IZF W AP 1~144 3 dE=FRE i QAN
(2023) incidence rate ratio 0.81 (95% confidence interval 0.77 —| \
0.86))= YElE. ojabAl 2 W ERA A3 x| 247 A 01]/\71]0]7
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147 Bt

FREU199MA HF F Ae kA FHAdske] ez v1de glod, V1A 3
A A Age A 9] ofsle] Havl Hal . = -y} R FA
= =97} B1¥ (Lacking)

12
1o
X
o,
N
N

High High Moderate Moderate
. (decreased . (decreased .. ..
(increased . (increased . Limited Insufficient
risk) risk or no risk) risk or no
effect) effect)

CoVaSC A/|#At =T A7 Azt mme 3t o] §]@77rlA e [RRE
uglon 9 WA AE F a4 s e ATHY A9 B A

- ojo
1 BAT.

Q174 %37}

(CS) Evidence convincingly supports a causal relationship
A% ABBAE A5 A A

(FA) Evidence favors acceptance of a causal relationship
A7} AapAY F8S HEF

(I) Evidence is inadequate to accept or reject a causal relationship

TAZE QFBAE AABsAY AF-s7) o F-HE

(FR) Evidence favors rejection of a causal relationship
SAY AFBA Y ARE HEE
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