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(1) BEREEAR RS (E 1)
2008 4F 1 A 1 H2 D 2023 4F 12 A 31 H £ TIZHIEPEELJAPIC) L < (3 #[E1 AR
(GRCT) Si7-RGpkaiiL 5956 kiR, (& 1)

F1 e (N=5956)

year N %
2008 153 2.6%
2009 296 5.0%
2010 375 6.3%
2011 340 5.7%
2012 305 5.1%
2013 353 5.9%
2014 347 5.8%
2015 342 5.7%
2016 350 5.9%
2017 315 5.3%
2018 389 6.5%
2019 433 7.3%
2020 371 6.2%
2021 622 10.4%
2022 489 8.2%
2023 476 8.0%
= 5956 100.0%




(2) BEEEFRABROME (5 2)
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# 2 BERERARRBROME (2021~2023 )

2021F D H (N=622) 2022 DH (N=489) 2023F D H (N=476)
N % N % N %
HER D
phase 1 158 25.4% 118 24.1% 119 25.0%
phase 1/2 29 4.7% 25 5.1% 23 4.8%
phase 2 123 19.8% 101 20.7% 94 19.7%
phase 2/3 14 2.3% 22 4.5% 18 3.8%
phase 3 263 42.3% 214 43.8% 216 45.4%
phase 4 7 1.1% 4 0.8% 3 0.6%
other 28 4.5% 5 1.0% 3 0.6%
HBEOTHA > - A A
AGHER 595 95.7% 487 99.6% 476 100.0%
FEN AHER 27 4.3% 2 0.4% 0 0.0%
HKBOTHA v—F R L1
EI S IN(4 400 64.3% 320 65.4% 332 69.7%
PZIN(7 222 35.7% 168 34.4% 144 30.3%
Missing 1 0.2%
HBoOTHA > - ERML
F—T 285 45.8% 245 50.1% 231 48.5%
BHOER 12 1.9% 11 2.2% 13 2.7%
—EE® 299 48.1% 232 47.4% 232 48.7%
Missing 26 4.2% 1 0.2%
FEREBIEK
-100 358 57.6% 274 56.0% 268 56.3%
101-1000 228 36.7% 203 41.5% 180 37.8%
1000- 36 5.8% 12 2.5% 28 5.9%
missing 0 0.0% 0 0.0%
FE i
AAD H 276 44.4% 194 39.7% 174 36.6%
T 233 37.5% 200 40.9% 203 42.6%
RN * 288 46.3% 196 40.1% 247 51.9%
Jefex 318 51.1% 256 52.4% 287 60.3%
FETZT* 158 25.4% 120 24.5% 134 28.2%
mK* 244 39.2% 118 24.1% 153 32.1%
77U AR 43 6.9% 19 3.9% 46 9.7%
Z DA 0 0.0% 0 0.0% 1 0.2%
1=
NERBE 213 34.2% 173 35.4% 150 31.5%
NERIZE 387 62.2% 306 62.6% 319 67.0%
W&/ HNEHE 22 3.5% 10 2.0% 7 1.5%
HRFMEH
i 599 96.3% 478 97.8% 466 97.9%
27 E 23 3.7% 11 2.2% 10 2.1%
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(8) BEEEKABROREL (35 3)
3 BERIEARBR O E ORKIFZ/L (2008~2023)

2008 2009 2010 2011 2012 2013 2014 2015
N % N % N % N % N % N % N % N %
153 100.0% 296 100.0% 375 100.0% 340 100.0% 305 100.0% 353 100.0% 347 100.0% 342 100.0%
B0
phase 1 16 10.5% 29 9.8% 63 16.8% 53 15.6% 51 16.7% 51 14.4% 66 19.0% 59 17.3%
phase 1/2 3 2.0% 12 4.1% 8 2.1% 9 2.6% 10 3.3% 12 3.4% 10 2.9% 16 4.7%
phase 2 33 21.6% 98 33.1% 102 27.2% 71 20.9% 78 25.6% 68 19.3% 72 20.7% 70 20.5%
phase 2/3 13 8.5% 15 5.1% 12 3.2% 8 2.4% 10 3.3% 10 2.8% 10 2.9% 10 2.9%
phase 3 81 529% 131 443% 164  43.7% 171 50.3% 131  43.0% 156  44.2% 133  38.3% 151  44.2%
phase 4 6 3.9% 9 3.0% 12 3.2% 7 2.1% 8 2.6% 11 3.1% 17 4.9% 11 3.2%
other 0.7% 2 0.7% 14 3.7% 21 6.2% 17 5.6% 45 12.7% 39 11.2% 25 7.3%
52t i 85§,
BAD & 132 86.3% 250 84.5% 306 8l.6% 284 83.5% 255 83.6% 272 77.1% 274 79.0% 248 72.5%
TYTH 16 10.5% 32 10.8% 54 14.4% 37 10.9% 27 8.9% 44 12.5% 46 13.3% 68 19.9%
DR * 10 6.5% 22 7.4% 31 8.3% 26 7.6% 26 8.5% 58 16.4% 54 15.6% 72 21.1%
Jeok* 7 4.6% 20 6.8% 24 6.4% 23 6.8% 25 8.2% 33 9.3% 45 13.0% 63 18.4%
FET7T=T* 8 5.2% 9 3.0% 8 2.1% 12 3.5% 8 2.6% 18 5.1% 18 5.2% 41 12.0%
FK* 6 3.9% 13 4.4% 21 5.6% 10 2.9% 5 1.6% 15 4.2% 24 6.9% 34 9.9%
77Uh* 1 0.7% 2 0.7% 2 0.5% 2 0.6% 3 1.0% 9 2.5% 2 0.6% 9 2.6%
Z DA** 1 0.7% 7 2.4% 11 2.9% 14 4.1% 14 4.6% 16 4.5% 10 2.9% 11 3.2%
EhEbE
RERDEZE 64 41.8% 143  483% 169 451% 152 44.7% 137  449% 177  50.1% 205 59.1% 185  54.1%
AERDEE 84 549% 126  42.6% 185 49.3% 164  48.2% 140 459% 153  43.3% 123 354% 138  40.4%
W&/ HNEHRA 5 3.3% 27 9.1% 21 5.6% 24 7.1% 28 9.2% 23 6.5% 19 5.5% 19 5.6%
HEFERE
Him{pE 140  91.5% 254 85.8% 338 90.1% 306 90.0% 262 85.9% 320 90.7% 308 88.8% 294  86.0%
2 E 13 8.5% 42 14.2% 37 9.9% 34 10.0% 43 14.1% 33 9.3% 39 11.2% 48 14.0%




# 3 continued

2016 2017 2018 2019 2020 2021 2022 2023
N % N % N % N % N % N % N % N %
350 100.0% 315 100.0% 389 100.0% 433 100.0% 371 100.0% 622 100.0% 489 100.0% 476 100.0%
HEoME
phase 1 59  16.9% 73  23.2% 67 17.2% 90  20.8% 82  22.1% 158 25.4% 118 24.1% 119  25.0%
phase 1/2 11 3.1% 11 3.5% 12 3.1% 16 3.7% 19 5.1% 29 4.7% 25 51% 23 4.8%
phase 2 68  19.4% 60  19.0% 87  224% 92  21.2% 82  221% 123 19.8% 101  20.7% 94 19.7%
phase 2/3 6 1.7% 8 2.5% 15 3.9% 22 5.1% 10 2.7% 14 2.3% 22 45% 18 3.8%
phase 3 160 457% 132  41.9% 176 452% 192 443% 160 43.1% 263 42.3% 214 43.8% 216  45.4%
phase 4 18 5.1% 10 3.2% 5 1.3% 4 0.9% 5 1.3% 7 1.1% 4 0.8% 3 0.6%
other 28 8.0% 21 6.7% 27 6.9% 17 3.9% 13 3.5% 28 4.5% 5 1.0% 3 0.6%
= Hhhig
HAD H 241 68.9% 212  67.3% 235 60.4% 200 46.2% 152  41.0% 276  44.4% 194  39.7% 174  36.6%
TITH 62  17.7% 67  21.3% 90  23.1% 139 32.1% 124 33.4% 233 37.5% 200 40.9% 203  42.6%
R * 86  24.6% 80  254% 129 33.2% 187 43.2% 170 458% 288 46.3% 196  40.1% 247  51.9%
Jex* 73 209% 76 24.1% 124 31.9% 208 48.0% 194 52.3% 318 51.1% 256 52.4% 287  60.3%
FETFT =T 30 8.6% 38 12.1% 46 11.8% 89  20.6% 96  25.9% 158 25.4% 120 245% 134  28.2%
FK* 42 12.0% 42 133% 57  147% 82  189% 78  21.0% 244 39.2% 118 24.1% 153  32.1%
77U Hh* 11 3.1% 42 13.3% 0.0% 16 3.7% 20 5.4% 43 6.9% 19 3.9% 46 9.7%
Z Df** 10 2.9% 4 1.3% 15 3.9% 16 3.7% 13 3.5% 0 0.0% 0 0.0% 1 0.2%
RrebE
NE R 161  46.0% 164 52.1% 197 50.6% 155 35.8% 150  40.4% 213  34.2% 173 35.4% 150  31.5%
NERDE 170  486% 129  41.0% 175 45.0% 253 58.4% 202 54.4% 387 62.2% 306 62.6% 319  67.0%
W&/ NEHE 19 5.4% 22 7.0% 17 4.4% 25 5.8% 19 5.1% 22 3.5% 10 2.0% 7 1.5%
HERF
EjhbzE 308 88.0% 279 88.6% 360 92.5% 386 89.1% 343  925% 599  96.3% 478 97.8% 466  97.9%
24Uk 42 12.0% 36  11.4% 29 7.5% 47 10.9% 28 7.5% 23 3.7% 11 2.2% 10 2.1%
N=5956 *HARIZIZx Tax 4k CEME (Y A)  **uk - ERHOEBERE 5T
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# 4-1 FEfihig L phase (2021 4F)

phasel phasel/2 phase?2 phase2/3 phase3 phase4 other AEt
N % N % N % N % N % N % N % N %
BA®OAH 119 431% 15 5.4% 39 14.1% 6 2.2% 66 23.9% 3 1.1% 28 10.1% 276  100.0%
TYT* 18 7.7% 7 3.0% 53 22.7% 7 3.0% 145 62.2% 3 1.3% 0 0.0% 233 100.0%
RN * 22 7.6% 8 2.8% 73 25.3% 6 2.1% 175  60.8% 4 1.4% 0 0.0% 288 100.0%
Jek* 35 11.0% 14 4.4% 78 24.5% 6 1.9% 182  57.2% 3 0.9% 0 0.0% 318 100.0%
FE7=7" 13 8.2% 3 1.9% 37 23.4% 1 0.6% 103 65.2% 1 0.6% 0 0.0% 158 100.0%
Bk 15 6.1% 7 2.9% 56 23.0% 6 2.5% 157  64.3% 3 1.2% 0 0.0% 244 100.0%
77YUh* 1 2.3% 0 0.0% 8 18.6% 5 11.6% 28 65.1% 1 2.3% 0 0.0% 43 100.0%
Z DAh** 0 — 0 — 0 - 0 — 0 - 0 - 0 - 0 -
# 4-2  Efitl - phase (2022 4)
phasel phasel/2 phase2 phase2/3 phase3 phase4 other AEt
N % N % N % N % N % N % N % N %
BAD & 80 41.2% 8 4.1% 30 15.5% 7 3.6% 65 33.5% 1 0.5% 3 1.5% 194 100.0%
TYTH 17 8.5% 11 5.5% a7 23.5% 10 5.0% 111 55.5% 3 1.5% 1 0.5% 200  100.0%
BRI * 18 9.2% 10 5.1% 46 23.5% 10 5.1% 109  55.6% 2 1.0% 1 0.5% 196  100.0%
Jek* 33 12.9% 15 5.9% 62 24.2% 14 5.5% 127 49.6% 3 1.2% 2 0.8% 256  100.0%
FET7=7" 9 7.5% 8 6.7% 23 19.2% 6 5.0% 71 59.2% 1 0.8% 2 1.7% 120 100.0%
K 4 3.4% 3 2.5% 26 22.0% 6 5.1% 7 65.3% 1 0.8% 1 0.8% 118 100.0%
77 Hh* 1 5.3% 0 0.0% 5 26.3% 1 5.3% 11 57.9% 1 5.3% 0 0.0% 19 100.0%
Z DAh** 0 — 0 - 0 — 0 - 0 - 0 - 0 - 0 —
#4-3 Ffhilk & phase (2023 4F)
phasel phasel/2 phase2 phase2/3 phase3 phase4 other AEt
N % N % N % N % N % % % N %

1.1% 174 100.0%
0.5% 203 100.0%
0.4% 247 100.0%
0.3% 287  100.0%
0.7% 134 100.0%
0.0% 153 100.0%
0.0% 46 100.0%
0.0% 1 100.0%

N
BAD H 85 48.9% 5 2.9% 28 16.1% 6 3.4% 48 27.6% 0
TYTH 15 7.4% 15 7.4% 39 19.2% 7 3.4% 125 61.6% 1
BRN* 17 6.9% 15 6.1% 52 21.1% 11 4.5% 149 60.3% 2
e S 32 11.1% 16 5.6% 63 22.0% 12 4.2% 160 55.7% 3 1.0%
FeT7=7 7 5.2% 5 3.7% 23 17.2% 8 6.0% 89 66.4% 1
RS 4 2.6% 5 3.3% 24 15.7% 6 3.9% 113 73.9% 1
77 h* 0 0.0% 0 0.0% 6 13.0% 1 0
Z D+ 0 0.0% 0 0.0% 1 100.0% 0 0

2.2% 39 84.8%
0.0% 0 0.0%
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#5 FINRERNSRETHIRBROME (2021 £~2023 &)

2021(N=21) 2022(N=37) 2023(N=31)
N % N % N %
HER D8
phase 1 0 0.0% 2 5.4% 2 6.5%
phase 1/2 1 4.8% 3 8.1% 0 0.0%
phase 2 2 9.5% 8 21.6% 1 3.2%
phase 2/3 1 4.8% 5 13.5% 1 3.2%
phase 3 15 71.4% 18 48.6% 27 87.1%
phase 4 0 0.0% 0 0.0% 0 0.0%
other 2 9.5% 1 2.7% 0 0.0%
T EREDIEL
-50 9 42.9% 19 51.4% 9 29.0%
51-100 4 19.0% 5 13.5% 9 29.0%
101-500 7 33.3% 10 27.0% 10 32.3%
501-1000 0 0.0% 2 5.4% 2 6.5%
1001- 1 4.8% 1 2.7% 1 3.2%
EhEHE
BHAD #H 9 42.9% 19 51.4% 12 38.7%
TYTH 6 28.6% 5 13.5% 10 32.3%
RR N * 10 47.6% 16 43.2% 16 51.6%
JexR* 12 57.1% 17 45.9% 19 61.3%
FET7T=T* 4 19.0% 5 13.5% 7 22.6%
FAK* 8 38.1% 5 13.5% 10 32.3%
77U H* 3 14.3% 1 2.1% 3 9.7%
Z Dty ** 0 0.0% 0 0.0% 0 0.0%
Fhp LR
~15x 1 4.8% 1 2.1% 0 0.0%
2%~ 6% 0 0.0% 2 5.4% 2 6.5%
TR~1275% 3 14.3% 8 21.6% 13 41.9%
13m~15m% 3 14.3% 5 13.5% 3 9.7%
15~ 185% 13 61.9% 21 56.8% 13 41.9%
197 ~20m% 1 4.8% - -
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Phase 3 23050 % 5O TV 523, Phase 1 OIS EH-T A [A 23k L T\ b, HAD
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< PEIEGIED D72 IR OIRER ORI G D3 EWMEAIC B o 7o, AARD BB OEIE
1% 2022 - F TR 7228 2028 KT L, BN - ALk Z2 & T ERRIL RGO EE 23 &
Mole, SFMDHTHD Z & IRRED DN Lnn, 5% L bHHAZFHL VO EL
(A

BB SN ENE T 2 1R - BRRAUBRIE 2008 £ LAKE, 02 JAPIC TEESES S B3 2 ik
BRI ICBER S TE 23, 2020 4 8 A 31 HZ b o THHIOBREKITHK T L, 2021 4
PABEIE, T~ CRERAFIEIESFTIE - AR AP S A 7 MIBER SN D Z & & 7o Tz, BRR
WFIEFEREFHE - AFITRELABE O 2 7 ATl IREBOBREKITH 5 b DD, BRI T D
HENFEIR DBRERD 72N T2 D | FONFEIR DOFENTIE 2021 885y L 0 INEEIZ 7 o 7o, 3B aEIk
DOIF#RIT. EEBOBEN ED X S RERBHEBMTITONA TV DI MHEERERTH Y |
FlEFEXAEBROIICNEEND, 728, S TlE, KkE ClinicalTrials.gov T, ¥ HEEIK

(Conditions by category) & L < [Z3zhfEik (Drug Intervention by category) 723%¢§k X
7 CH Y, EU Clinical Trials Register T# . AL (Disease : 7272 L, MedDRA |2 &
LA EBRMN) BRI TVD,

Uk
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