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ID NCT03291470 NCT03203330
Study to Determine the Efficacy and Safety of A Study to Determine the Safety and Efficacy of
M= TG-C in Subjects with KL Grade 2 or 3 OA of TG-C in Subjects with KL Grade 2 or 3 OA of
the Knee(TGC-15302) the Knee(TGC-12301)
AZH/EBR 2021.12.09/2026.03.06 2018.10.30/2026.07.10
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71 = mo|Zajely =871 Az {2 F0{ 22 F7| S5 & Jls /M A= MY
AL EE|HA 34 TG-C AZMZ + TGF-B CGT HHZ =] O(VAS)  O(KDC)  A(MRI)
Eli Lilly/Pfizer ZE Tanezumab NGF Atet ] | sk AL A 0 = -
Amgen/Takeda E= Fulranumab NGF &fet S| Tl s AL AE A = =
Regeneron/Teva st Fasinumab NGF Rtk ShA|| T 5FFEAL AF A - -
Astellas 34 g Cindunistat iINOS *faf 2EX EHetE i+ o X X -
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Pfizer 24t Cindunistat iINOS M3 224t stete AT o X X -

on
o
i

F Hot X|E - 5% VAS(Visual Analog Scale) &%= #Hx}e|

T golsks g, 715 70 - JSW(Joint Space Width, ZH ZH4 Lib]) d2azfo] EE= MRIZ OA 2 HEE &
15Xl =

Jbske £ XE. &E 70| E0EFS H2 &l Zg on|. 83 ¥ 7ls 2F HItE £ U= XIE - WOMAC (Western Ontario and McMaster Universities
Osteoarthritis Index) EFe 2HAte] 2 715, 8%, ZA TS HIleke 7. WOMAC §32 48A1Zt Sete| 85 ML S "rlske AEX. WOMAC 7152 48412t Seke| 7|5 &
OfE "otsk= &EX|. IKDC(International Knee Documentation Committee Subjective Knee Evaluation Form) &%= £& 7|52t 858 Holsl= E&3HE X|E. WOMACZ} IKDCe|
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100mm VAS (Change from Baseline)

813 34 - 9lot BA §5 1428 24 [2® 3]TG-C 01F 24 - 9lot BF £5 1558 U2
0 T T T T T 1 .
R VAS™ Score Change
5
\.13_31 -10.31 0.0 T (5-C - = OO
-10 2T 1325
m -14.56
e - 227 ' 230 -
-13.06 N 270 243 23.0 233
-20 - - o = @ —-= @
45 -2228
24 208 371 -355 344
-30 - T . . : . : -39.7 -39.7
& & &
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—e— TissueGene-C — W Placebo oM 3M &M 12M 18M 24M

At HUMAN GENE THERAPY CLINICAL DEVELOPMENT(10.1089/humc.2017.249), SF=SAEH A= ALEE|#A, EFASH

<E 6>TG-C, 0|= &t 3¢ & §= &t 34 Z2EE H|u

T k= o=

ek X 22|, o|Z=7Hd, fleE, | &5

oAl 7|2+ sk U 1271 AlOIE o|= L 2k 807 AlOIE

2N 1599 1,066 &

K&L Grade 8 2~8

=2 TG-C LD: 78 / 92k 81 TG-C: 680 / @Ik 340H

2hE 7|2k & 1290¢ & 2470¢

F "ot M IKDC, VAS 12742 Xt VAS, WOMAC Total*

2 oL He WOMAC, KOOS, MRI(WORMS) & MRI(WORMS/MOAKS), SF-12, HAQ-DI
7|Et "ot M . JSW, Liquid Biomarker, IKDC &

1 SF-12 - The Short Form (12), HAQ-DI - Health Assessment Questionnaire Disability Index, KOOS -~ FEFAHHE MU Z HIt
AR A2EE|#A, SEEASH

[O8 4] 0|= & S&7| HEH A0l TKA BIE 55% 22 &ol. Hoje &5 &

Key Points TKA Incidence (%) in OAl vs. US LTS
* TKA Incidence TKA Incidence Rates: OAl vs US LTS
- OAI: 92 of 595 Subjects (15.5%) 10 Relwtive Risk Reductions 55%

* US LTS: 10 of 143 Subjects (7.0%) -

+ Relative Risk Reduction 5%
* 55% lower incidence of TKA

observed in US LTS
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* Median Time to TKA
+ OA: 5.08 years
+ US LTS: 5.73 years

Incidence Rate (%)
~
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+ Interpretation
+ Lower incidence in LTSS may indicate
slower disease progression : OAI (N=595) US LTS (N=143)
+ Supports potential disease-modifying
effect of TG-C
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[323 5] FDAZI RAIEt 22EY X2H L S 85 2L, AZeEss HEE IFEAY XA A

65 o To accept structural endpoints as valid outcome measures for accelerated approval, there
66 should be substantial confidence, either based on empirical evidence from randomized,
67 controlled comparisons from clinical trials and/or based on a comprehensive

068 understanding of the disease process and product mechanism of action, that an effect on
69 the candidate structural endpoimt will reliably predict an effect on the clinical outcomes
70 of interest.” The ultimate goal of treatments related to inhibition of structural damage or
71 targeting the underlying pathophysiology associated with OA 1s to avoid or significantly
12 delay the complications of joint failure and the need for joint replacement, and also to

73 reduce the deterioration of function and worsening of pain.

AtZ: FDA(Osteoarthritis: Structural Endpoints for the Development of Drugs, Devices, and Biological Products for Treatment Guidance for Industry), FHSARS#

[38 6] ol= &t SE7| B& Znt &Xje| Y of T Mt $FECR AL

Age Distribution (%) of Lifetime Risk of Developing a Cancer
Us LTS 38.3% - 39.5%

40
W SEER
35 33.7%
30
24.4%
15.1% 14.8% 14.3%
9.4%
6.1% 6.7%

2.5%
0 o‘n%- 0.0%

40 =50 =60 <70 <8

0 =90 and Older

Percentage (%)
= = N N
o w o w

v

Age (Years)
The overall cancer risk in the U.S. population increases with age, from 40 to 90 years.
The cumulative lifetime cancer risk distribution between the U.S. population (SEER

data) and our long-term study (LTS) shows consistent patterns, with the cumulative
incidence rate in LTS being lower than that observed in the U.S. population.

= 0AI- 0|2 ZTEY O|UME|E MBS £ SREY &K} H0|E]. US LTS - TG-C abol Eoist 9|2k TG-C Foizel Hlole
A= AEE|LTI(0ARSI2025 37W AI&7), SH=EASH
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EQUA LA (etel: alote)  MPMERE (ehel: Alete)
2023A 2024A 2025F 2026F 2027F 2023A 2024A 2025F 2026F 2027F
o =y 4 5 5 6 6 AMSH 135 222 256 275 284
&t 3 4 5 6 7 REXA 32 7 32 28 12
&350/ 0 1 0 (0) (1) MR 27 1 32 28 12
o 2ty 21 23 25 27 30 o ExY A LT |ERY A 1 0 0 0 0
deoled (21) (22) (25) (28) (31) R DR 0 0 0 0 0
&/2/0/9/E(%) (653.3) (433.6) (479.9) (483.6) (492.0) B RS RHA 103 215 223 246 272
EBITDA (19) (21) (24) (26) (30) SRR 0 0 0 0 0
EBITDA Maigin(%) (515.2) (417.6) (456.8) (464.9) (477.2) RERLA 2 2 3 4 5
Ael4=9 4 (12) (47) (10) ©) SRR 88 200 220 242 267
=859 2 1 1 1 1 B EAH 20 76 141 151 168
=848 0 14 50 14 14 RS 14 71 136 146 163
7Bt el & 2 1 1 3 3 of A RH 7| B 2 11 27 32 39 47
AT H e e 0 0 0 0 0 CH7| R 2 Y| ALY 0 11 1 11 11
MIBAZAIE 0[] 17) (34) (72) (38) (40) RS A 0 0 0 0 0
HolMH|& 0 (0) 0 0 0 g RS2 6 5 5 5 5
g7|&0|9) (17) (34) (72) (38) (40) AR 0 0 0 0 0
E2/70/9/E(%) —425.0 -680.0-1,440.0 -633.3 -666.7 YIRS IR 6 5 5
MEH(%, Yo) ' ' ’ AEEH 115 146 115 124 116
Wz 7t (60.8)  36.9 20 102 9.3 A2 0 0 0
dold Bt NM NM NM NM NM Aoz 470 587 587 587 587
g7|&0|9 BItg 55 100 112 (47) 5 7| EfRpE 0 0 0 0 0
EPS B7t8 NM NM NM NM NM ojeloiZ (355)  (442)  (514)  (552)  (592)
EBITDA Z7+8 NM NM NM NM NM =X F (21) 46 15 19 35
HIEEE (ctel: deje)  FR FXIX|E
2023A 2024A 2025F 2026F 2027F 2023A 2024A 2025F 2026F  2027F
HAHUSHISE (24) (20) (2 23 16 FEX| E(H)
cH7|%0lQl 17) (34) (89) (32) 38 EPS (1,201) (2,196) (511) (265) (285)
s A ; § § i i BPS 1,681 1,834 1,406 1,523 1,419
i DPS 0 0 0 0 0
FER 2| 0 0 0 0 0
=0 M(%)
ekl ® ) 8 @ el ROA (14.1)  (18.9) (30.3) (14.2) (14.5)
ZJet 0 14 0 1 0 ROE (16.7)  (25.9) (55.6) (31.5) (33.7)
EXESHIEE (29) (77) 2 (21) (15) sl s 0.0 0.0 0.0 0.0 0.0
FREXHHEX} (0) (0) (1) (0) (0) bl g NM NM NM NM NM
FE A} 2} 0 0 0 0 0o %
e 77 g g . . 36| 8(x) 17.4 52.4 1231 1212 1454
. AAF/ X2 EA ] (%) 5.6 32.2 41.1 37.9 40.7
SRS (46) (77) 3 (18) (13)
O| R Ahl & (x) (71.7) (244.8) (157.2) (174.5) (194.0)
A ¢ 4 4 ® @ =Xt 2/EBITDA(X) 1.1 (2.2) (0.6) (0.7) (1.2)
NrgEHIsE 38 69 (1) M 0 Vauation®
Aol B2t 39 47 0 0 0 PER NM NM NM NM NM
rHelgeles (1) 23 (1) (1) (1) #Hn NM NM L NM NM
F==5E=] 0 0 0 0 0 NS NM NM NM NM NM
Ile 9 1) g . g PBR 5.7 12.7 48.8 45.0 48.3
- Edn] 7.2 15.6 49.8 46.0 49.3
JEBIEEE 0 (0) 0 0 0 ]
EpY 4.9 4.7 16.2 15.0 16.1
HEeE7} (s) @) (0 1 1 PSR 173.6  352.0 1,079.8 981.3  897.7
FCF (74) (119 53 13 13 EV/EBITDA NM NM NM NM NM

F: K-IFRS (Hg) 7|1&
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