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NEUROLOGY

Myasthenia gravis (MG)

Chronic inflammatory demyelinating
polyneuropathy (CIDP)

Myositis

Autocimmune encephalitis

Myelin oligodendrocyte glycoprotein antibody disorders
(MOG-antibody disorder)

HEMATOLOGY

Warm autoimmune hemolytic anemia (WAIHA)
Hemolytic disease of the fetus and newborn
Idiopathic thrombocytopenic purpura

ENDOCRINOLOGY

Thyroid eye disease (TED)
Graves’ disease

RHEUMATOLOGY

Primary Sjogrens syndrome

Systemic lupus erythematosus

Rheumatoid arthritis

Antineutrophil cytoplasmic antibody (ANCA)-
associated vasculitis

Severe fibromyalgia syndrome

DERMATOLOGY

Bullous pemphigoid

Pemphigus foliaceus
Pemphigus vulgaris

Cutaneous lupus erythematosus

RENAL

Membranous nephropathy
Lupus nephritis
Antibody-mediated rejection
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Study Description

Go to \:\

Brief Summary:

Primary study objective: To confirm the efficacy of HBM9161 subcutaneous injection for the treatment of ghMG in Chinese patients

Myasthenia Gravis

Detailed Description:

Phase €@

Drug: HBIM9161 Injection (680mg) Phase 3

Drug: Placebo

This is the phase 3 part of a multi-center, randomized, double-blind, placebo-controlled, group sequential designed, seamless phase 2/3 study to

confirm the efficacy and safety of HBM9161 (HL161) subcutaneous injection for the treatment of gMG in patients with generalized myasthenia gravis.

Study drug will be administrated by cycle. Each cycle consists of 5-week treatment period, followed by a 4-week observation period (9 weeks in total).
During the 5-week treatment period, subjects will receive 6 doses of study drug (HBM3161 680 mg or matching placebo) by subcutaneous injection,
once a week (QW). After the 5-week treatment period, subjects will be followed up weekly to assess efficacy and safety. After the completion of first
treatment cycle, subjects may start the second cycle of treatment if re-treatment criteria are met. Otherwise, subjects will be followed up weekly until
they are eligible for the second cycle or the end of the study, whichever is earlier.

Study Design

Goto \:\

Allocation:

Intervention Model:
Intervention Model Description:
IMasking:

Primary Purpose:

Official Title:

Actual Study Start Date @ :
Actual Primary Completion Date @ :

Actual Study Completion Date €

Interventional (Clinical Trial)

132 participants

Randomized

Parallel Assignment

To confirm the efficacy of HBM3161 subcutaneous injection for the freatment of gMG in Chinese patientsTreatment
Quadruple (Participant, Care Provider, Investigator, Outcomes Assessor)

Treatment

A Multicenter, Randomized, Double-blind, Placebo-controlled, Seamless and Group Sequential Phase 2/3 Study to
Evaluate the Efficacy and Safety of HEM3161 (HL161) Subcutaneous Injection in Patients With Generalized
IMyasthenia Gravis

September 25, 2021

January 14, 2023

January 14, 2023

Source: clinicaltrials.gov, CH2EXAEH
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Outcome Measures Goto [ v |

Primary Outcome Measures € :

1. In the first treatment cycle, percentage of patients with sustained improvement based on Myasthenia Gravis Activities of Daily Living Scale (MG-
ADL), among serum AChR-Ab- or MuSK-Ab-positive subjects [ Time Frame: baseline to Day 64 ]

Definition of sustained improvement based on MG-ADL: during the treatment cycle (5-week treatment period plus 4-week observation period),
a reduction of = 3 points from the baseline of MG-ADL score for 4 consecutive weekly MG-ADL assessments

Secondary Qutcome Measures € -

=y

_In the first treatment cycle, percentage of patients with sustained improvement based on MG-ADL, among all study subjects, regardless of |
regardless of AChR-Ab and MuSK-Ab serologic status [ Time Frame: Baseline to Day 64 |

2. In the first treatment cycle, percentage of subjects with sustained improvement based on Quantitative Myasthenia Gravis Scale (QAMG), among

serum AChR-Ab- or MuSK-Ab-positive subjects [ Time Frame: baseline to Day 64 ] [ Time Frame: Baseline to Day 64 ]

Definition of sustained improvement based on QMG: a reduction of = 3 points from the baseline of QMG score for 4 consecutive weekly
QMG assessments during the treatment cycle (5-week treatment period plus 4-week observation period)

3. During the 24-study period, the proportion of weekly MG-ADL assessments that are improved = 3 points from baseline among serum AChR-Ab-
or MuSK-Ab-positive subjects [ Time Frame: baseline to Day 64 ]

4. In the first treatment cycle, percentage of serum AChR-Ab- or MuSK-Ab-positive subjects who meet the minimal symptom manifestation (MSE,
defined as MG-ADL being 0 or 1) criterion at any visit [ Time Frame: baseline to Day 64 ]

5. Within the first 2 weeks of the first treatment cycle, percentage of AChR-Ab- or MuSK-Ab-positive subjects whose MG-ADL improved by 23
points from baseline [ Time Frame: baseline to Day 64 ]

6. Within the second treatment cycle, percentage of patients with sustained improvement based on MG-ADL, among serum AChR-Ab- or MuSK-
Ab-positive subjects during the second 9-week treatment cycle [ Time Frame: baseline to Day 64 ]

Source: clinicaltrials.gov, CH2EXSH
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MG(HE) 2021-2028 CAGR 2022 2023E 2024E 2025E 2026E 2027E 2028E 2029E 2030E 2035E 2040E 2045E
0= 2% 663 676 690 704 718 732 747 762 777 858 947 1045
=g 2% 1061 1082 1104 1126 1148 1171 1195 1219 1243 1372 1515 1673
el 2% 1724 1758 1793 1829 1866 1903 1941 1980 2020 2230 2462 2718
K| =H|(EHT =) 2021-2028 CAGR 2022 2023E 2024E 2025E 2026E 2027E 2028E 2029E 2030E 2035E 2040E 2045E
Vyvgart argenx 399 863 1,255 1606 2014 2342 2598 3378 4391 8922 9851 8787
Ultomiris AstraZeneca 70 286 503 600 782 924 999 1,049 1,102 1,366 1508 1,665
Zilucoplan ucB 29 169 339 493 631 747 971 1262 4686 6594 7,280
Soliris AstraZeneca 104 161 286 315 383 364 346 268 207 160
batoclimab Immunovant 93 164 196 255 344 1543 2171 1,680
Rozanolixizumab ucB 87 169 246 304 333 433 562 2088 2305 2545
Vyvgart Zai Lab 104 161 286 315 383 403 423 524 579 639
Uplizna Horizon 17 53 64 100 129 135 142 176 194 215
el 29% 571 1282 2344 3194 4388 5256 5959 7,199 8813 20,183 24,221 23,850
AR (HE) 2022 2023E 2024E 2025E 2026E 2027E 2028E 2029E 2030E 2035E 2040E 2045E
Vyvgart argenx 1.8 38 56 7.1 90 104 115 150 195 397 438 391
Ultomiris AstraZeneca 0.2 06 11 1.3 1.7 20 22 28 3.7 89 101 9.0
Soliris AstraZeneca 0.2 0.2 0.4 0.5 0.6 0.6 0.5 0.4 0.3 0.2
batoclimab Immunovant 0.6 1.1 1.3 1.7 23 103 145 112
el 18 38 5.6 7.1 96 115 129 167 218 499 583 503
TAM CHE| MS(%) 2022 2023E 2024E 2025E 2026E 2027E 2028E 2029E 2030E 2035E 2040E 2045E
Vyvgart argenx 1% 2% 3% 4% 5% 5% 6% 8% 10% 18% 18%  14%
Ultomiris AstraZeneca 0% 0% 1% 1% 1% 1% 1% 1% 2% 4% 4% 3%
Soliris AstraZeneca 0% 0% 0% 0% 0% 0% 0% 0% 0% 0% 0% 0%
batoclimab Immunovant 0% 0% 1% 1% 1% 1% 5% 6% 4%
el 1% 2% 3% 4% 5% 6% 7% 8% 11% 22% 24% 18%
X|=A| Oz CHE| MS(%) 2022 2023E 2024E 2025E 2026E 2027E 2028E 2029E 2030E 2035E 2040E 2045E
Vyvgart argenx 70% 67% 54% 50% 46%  45%  44%  47%  50%  44%  41%  3T%
Ultomiris AstraZeneca 2% 22%  21%  19% 18% 18% 17% 15% 13% 7% 6% 7%
Zilucoplan ucB 2% 7%  11%  11%  12%  13%  13%  14%  23% 27% 31%
Soliris AstraZeneca 0% 0% 4% 5% 7% 6% 6% 5% 4% 1% 1% 1%
batoclimab Immunovant 0% 2% 3% 3% 4% 4% 8% 9% 7%
Rozanolixizumab ucB 4% 5% 6% 6% 6% 6% 6% 10% 10% 11%
Vyvgart Zai Lab 0% 0% 4% 5% 7% 6% 6% 6% 5% 3% 2% 3%
Uplizna Horizon 1% 2% 1% 2% 2% 2% 2% 1% 1% 1%
A 100% 100% 100% 100% 100% 100% 100% 100% 100% 100% 100% 100%

Source: CI2EXAESH
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Fig. 16: TED =%
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TED SYEEIRHHY) 2021-2028 CAGR 2022 2023E 2024E 2025E 2026E 2027E 2028E 2029E 2030E 2035E 2040E 2045E
o= 2% 1020 1040 1061 1082 1104 1126 1149 1172 1195 1319 1457 1608
ex-0= 2% 1326 1353 1380 1407 1435 1464 1493 1523 1554 1715 1894 209.1
el 2% 2346 2393 2441 2490 2539 2590 2642 2695 2749 3035 3351 3699
45 TED/ T TED 2% 3876 3954 4033 4113 4196 4279 4365 4452 4541 5014 5536 6112
TED LELIRHHE) 2021-2028 CAGR' 2022 2023E 2024E 2025E 2026E 2027E 2028E 2029E 2030E 2035E 2040E 2045E
0=2(&E5E-55) 2% 153 156 159 162 166 169 172 176 179 198 219 241
ex-0|2Z5E-53) 2% 199 203 207 211 215 220 224 228 233 257 284 314
e 2% 352 359 366 373 381 389 396 404 412 455 503 555
AT TED/ M TED 2% 581 593 605 617 629 642 655 668 681 752 830 917
K| EH|(BHRIEE) 2021-2028 CAGR 2022 2023E 2024E 2025E 2026E 2027E 2028E 2029E 2030E 2035E 2040E 2045E
Tepezza Horizon 18% 1966 2832 3212 3576 3876 4045 4,243 4285 4328 4549 4067 3493
VRDN-001 Viridian 161 348 675 989 1236 1545 3140 3297 2831
|batoc|imab Immunovant 0 105 180 210 273 1014 1,012 869
3 21% 1966 2832 3212 3737 4224 4825 5412 5731 6,146 8703 8376 7,193
KSR (M) 2021-2028 CAGR 2022 2023E 2024E 2025E 2026E 2027E 2028E 2029E 2030E 2035E 2040E 2045E
Tepezza Horizon 18% 56 8.1 92 102 111 116 121 122 124 130 116 100
|bat0c\imab Immunovant 0.7 1.2 1.4 18 6.8 6.7 58
A 18% 56 8.1 92 102 111 123 133 136 142 198 184 158
2 Tb| MS(%) 2021-2028 CAGR 2022 2023E 2024E 2025E 2026E 2027E 2028E 2029E 2030E 2035E 2040E 2045E
Tepezza Horizon 16% 160% 225% 251% 274% 291% 297% 306% 303% 300% 286% 231% 180%
batoclimab Immunovant 00% 18% 30% 35% 44% 148% 134% 104%
=l 16% 160% 225% 251% 274% 291% 315% 336% 338% 344% 434% 365% 284%
X|=X| Oliz= CHE| MS(%) 2022 2023E 2024E 2025E 2026E 2027E 2028E 2029E 2030E 2035E 2040E 2045E
Tepezza Horizon 100% 100% 100% 96%  92% 84% 78% 75% 70% 52% 49%  49%
VRDN-001 Viridian 4% 8% 14% 18% 22% 25% 36% 39% 39%
batoclimab Immunovant 0% 2% 3% 4% 4% 12%  12%  12%
el 100% 100% 100% 100% 100% 100% 100% 100% 100% 100% 100% 100%

Source: CI2EXAESH
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Fig. 17: $h2dio|minl A% =X

(R4) 1022 2Q22 3022  4Q22| 1023 2Q23F 3Q23E  4Q23E 2021 2022 2023E
Otk 24.0 26.2 296 30.1 288 296 328 329/ 1016 1100 1241
YoV(%) -14% 2% 16% 21% 20% 3% 77% 9% 15% 8% 13%
OJokZE T 21.8 220 249 248 241 248 280 281 818 935 1049
YoV(%) 5% 7% 17% 9% 71% 3% 12% 3% 3% 4% 12%
JaE 9 18 16 18 38 19 20 20 20 134 90 79
YoY(%) -80%  -474% 4% 33% 7% 27% 7%  -47% 47%  -33%  -12%
JEHEL 2 8) 0.4 26 29 15 28 28 28 28 64 75 11.2
YoV(%) 238%  -21% 29% 29%|  532% 66%  127%  157% -9% 17% 50%
B0 -06 0.7 06 08 -17 04 04 03 101 15 -06
Yov(%) -171%  -57%  -72%  -14%|  194%  -39% @ -38%  -60% 0%  -85% -141%
OPM -25%  26%  21%  26%| -60% 1.4% 1.2% 10%[  99% 14%  -05%
QI 31 37 42 54 59 47 54 56 105 165 217
Yov(%) 25% 45% 63% 93% 88% 28% 29% 3% 2% 58% 32%
N 10 1.1 1.1 10 08 1.1 12 1.1 43 42 41
YoY(%) 29% 1% 22%  -38%|  -17% -6% 5% 14% 17% -4% -1%
X[HHEZ= NP -0.1 -01 0.7 -03 -13 05 05 04 89 03 0.1
YoY(%) -102%  -102%  -64%  -66%| 1474% -737%  -36% -215%| -55%  -97% = -658%
NPM -03%  -03%  25%  -11%| -44% 1.7% 1.4% 11%| 88%  02%  01%

Source: CI2EXAESH
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M2 E (K-IFRS 912A)

CHACHE R £PAALA
(L) 2021 2022 2023E  2024E 2025 (Moig) 2021 2022 2023E  2024E  2025E
FEXRL 1188 111.8 102.4 9.6 995  OjE 1016 1100 1241 1401 1730
GIZAIRpAL 128 268 196 154 144 B8 (Y-Y.%) 147 8.3 12.8 130 235
OHSAHA 156 30.7 28.1 313 389 QYo 10.1 15 (0.6) 32 115
T A 20.4 252 295 29.4 294 B8 (Y-Y%) 702 (85.1) o™ % 2571
HIF Sk 79.7 101.7 111.2 1230 1355  EBITDA 12.8 46 26 68 154
EXfRpA 428 60.1 60.7 632 658  Y¥jeol (1.4) 04 14 08 08
SR 177 17.7 183 195 213 =0y 0.7 14 13 13 13
DEX A 19.1 238 322 404 484  QPBfnEi2ol ©.1) (0.6) (0.4) (05  (05)
NNE| 1985 2135 2136 2196 2350  X[2gHaol 0.0 (0.0) (0.0) (0.0) 0.0
S 22.1 285 314 337 392 MEASAIREEY 8.7 19 0.7 4.1 124
OHUXHS 122 17.0 19.7 219 272 0 89 03 0.1 31 94
F& GO[XHRAH 0.4 06 06 06 06 X[H12 |G [=0(d 89 03 0.1 31 9.4
HIS S 129 16.7 15.1 15.7 163 31 (Y-Y%) (550)  (972)  (765) 571225 2033
HISS0[XL2xH 0.9 0.8 0.7 0.7 0.7 NOPLAT 73 0.2 (0.0) 24 8.7
SEXHEA 350 452 465 494 554 (+)Dep 2.7 31 33 35 39
N 26.1 26.1 26.1 26.1 26.1 (1) STRR=EL} (180)  (27.4) (5.0) (39)  (16)
pEteY(ock=t 1128 1128 114.2 1142 1142  (-)Capex 46 28 3.1 4.2 5.2
o/9doiz 26.4 29.4 295 326 419  OpFCF 235 278 5.1 5.7 9.1
=R (1.8) 0.1) 2.7 2.7 2.7 3 Yr CAGR & Margins
INFIESN (33) (13.2) (13.2) (132)  (132)  OIEA=IIE(3Yr) 34 05 119 113 163
N 1635 168.3 1671 1702 1796  YYOlAUSIHE(3Y) 226 (555) nfa  (316) 970
EBIXE 1281 1034 109.6 1153 1240  EBITDAZIIB(3YY) 198  (387)  (331)  (192) 501
=X (11.5) (25.5) (18.3) (141)  (132)  =0[USIF&(3Y) 392 (764)  (856) (29.7) 2340
ROA 43 0.1 0.0 14 4.1 FUOIAUE(%) 99 14 (0.5) 2.3 6.7
ROE 5.2 0.2 0.0 18 54  EBITDADFEI(%) 12.6 4.1 2.1 48 89
ROIC 58 0.2 (0.0) 2.2 73 0|98 (%) 8.3 0.2 0.0 2.2 54
dIZSER FQEXX|H
(HA) 2021 2022 2023E  2024E 2025 (Y, H) 2021 2022 2023E  2024E  2025E
IYoia 08 25.2 6.6 1171 15.5 Per share Data
7|01 89 03 0.1 3 9.4 EPS 170 5 1 59 179
NS 2.7 31 33 35 39  BPS 2,764 2,764 2584 2486 2510
OXxpEZI} (15.3) 149 25 39 16  DPS 0 0 0 0 0
OHESAHZA (0] (5.9) (2.5) 26 (32)  (76)  Multiples(x%)
THOXRRIA(ST) (1.5) (5.8) (4.5) 0.1 00  PER 1236 36977 194141 3713 1224
iIRINI=ESIEIPN] (1.7) 34 18 2.2 53  PBR 76 6.4 85 88 8.7
EXfizg 80  (106) (145 (158) (169 EV/ EBITDA 849 1984 4261 167.2 735
EZIESNPN RIS 174 (29) (0.9 04) (04  HiEU= 0.0 0.0 n/a n/a n/a
W EXBHAA (0.5) 0.0 (1.2) (16)  (1.7) PCR 66.2 956 2845 1590 826
AH|EXt (4.6) (2.8) (3.1) 42 (52 PSR 108 85 9.2 8.2 6.6
e NN ES (4.3) (4.8) (8.6) 87 (87  MFAHY (%)
N o= (03)  (106) (0.2) 0.0 00  BfHig 214 269 278 29.0 309
U237t 0.7) 0.7) 0.2) 0.0 0.0 Net debt/Equity n/a n/a n/a n/a n/a
RSOt 0.4 (9.9) 00 00 00 Net debt/EBITDA n/a n/a n/a n/a n/a
= 0.0 0.0 0.0 0.0 00  8sHIg 537.1 391.8 3264 2863 2539
sig 52 8.6 40 (7.5) (4.7) (1.4) O[Kt2AMHE n/a n/a 05 n/a n/a
EB2SE(Gross CF) 166 9.7 40 72 139 O[XH|E/0K=H 0.0 0.0 0.0 00 00
() RTRESOHEL)| (1800 (274) (5.0) (39 (16)  ARRExE
(-) Mv|EXt 46 28 31 4.2 52  E5IXHE(%) 69.7 543 577 595 60.7
(+) Rptog2f (4.3) (4.8) (8.6) (8.7) (8.7) HAS+EXIA (%) 30.3 457 423 405 39.3
Free Cash Flow 93 14.0 (8.0) (4.7) (1.4) PN
() 7 |EF=XE 0.5 (0.0) 12 16 17 ARLB(%) 08 08 0.8 0.8 0.7
Yoipiza 8.8 140 (9.2) (63) (300  XPIRE(%) 99.2 99.2 99.2 99.2 99.3
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Compliance Notice
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EXIST BRI

YAl 2 RRE JIRERPL S T K0P A T8 A0l giELIC
YA B TR WK el ofg DlYel ele-prgel FM geE
WS QR QIBLILE  PAE XIEEY o 2 oy T
£22| X2 1% O BROII UX| QISLILL PAE 2 Xz Wik
o Bl E20] ool xj2xt

g 212l ALAPE ofdLict. YAt &
ZAH(DR, CB, IPO, AFxd S)ut 2eAdtod At 120122t
SUASLILEL  GARE &7] GASH At 2/of Dx[eHoF
= A2E et OfFE|AE & O
@At 22t ot oig 2iel 4 2 R4 2 IIYE 52
R0 A GsLH B ARO| ZARRMETAE ofner oF
YUO|LE 2HY §i0] 2Ql0| ofHE S| BIFSI0] AolusLict. &
MEE LAt Of2|tt SES A8t Fdoit

0.

Ol SREXOHE A2 127E?t FHOIEY BoihH] FHE=9| ol 2[th+lES 20|
-BUY: 0 1EY S21CHH| +15% Ol

-HOLD: FH2I1EY SoICH| -15% O~ +15% 0|2t

- REDUCE: F0|&Y S7IChH| -15% 0|2k

- SUSPENDED: 2|2FX] TR0l S=tado| LARoZ HIl A2, 24 FEH Bt
HEEOE O

FAF ORA0] AIY o et £AS
& TMEMXI=OIM FAE 2E
et 2o, O F50] ciet £Xte -

- Overweight: dife & +AE0| &< 12212 S0 KOSPI +2i82 dslg Zie=z

SLCH Ollefot= 32
- Neutral: 3iig ©E +UE0| T2 1201 &2 KOSPI S0 A 20 ojlifols 2
EXISZ HIg - Underweight: 8l % 80| &2 1202 F0t KOSPI +52 dfefd 2oz oy 3%
BUY : 93.8% { HOLD : 6.2% | SELL:0.0% F) ¥F 2082 Hs Yokt 4X|
2 21A2t EXSE W HYFOL HALKE
e Ql
$h2HI0| Ut} (009420) Eeir HH{2[x| 20221128 202305.25
st2Hfo|Qmio} FxfolA Al BUY BUY
(<) gzt el 210002 31,000
60,000 -
40,000 -
Ofge|AE
0 . .
May-21 May-22 May-23
2R} HFI} enie] ESinbly BH20F DI2[2(%) |19} 112|2(%)
20221128 | 21,0002 21,000 17,9828 23,4502 144
HEZOb (| ARE RIS (% ,000¢ ,000¢ : 4502
S22 Che| AXIS2F 22l (%) 5023.05.95 310008 - - - -

*12lE Hg TRk A2 2E HEFoL HELRRE A2 B0t (52023 59 242)

S
*EIE HE A (ERET - SN/ HEF0t
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