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Precision Medicine Matters

Primary Indication
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Development stage
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Lead
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ID110521156 GLP1R (Type 2 diabetes/ =U L41A(MAD) 2ES
Obesity)
OIACHZ XIS
ID120040002 ~ H* K* ATPase A=A Daewon S oA 242
(GERD) CHELHIS}
A1/A2A o7&y ’ L bs|
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(Prostate /Breast Cancer)

* NME: New Molecular Entity
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ILDONG

| A Phase 1 Study of ID110521156

> SAD Study > MAD Study

(1) Methods

= This study was a randemized, double-blinded, placebo-controlled, SAD phase 1
clinical trial to evaluate the safety, tolerability. and pharmacokinetics (PK) of
ID110521156 after a single oral administration in healthy adults.

Healthy, BMI > 18.5 kg/m? to < 29.9 kg/m?

Cohort 3
Cohort 2 -
Cohort 1 - Cohort 4 (Food effect)
100 mg 100 mg
(N=6:2) (N=12)

[Scheme of SAD study]

(2) Population selection
= Body weight >40.0 kg to <90.0 kg with bedy mass index (BMI) >18.5 kg/m? to
<29.9 kg/m?.

(3) Evaluation criteria
= Safety endpoint: adverse events (AEs), clinical laboratory tests, vital signs, 12-
lead ECG, physical examination

= PK evaluation: plasma, urine

Mg I UFQI CH-Z 2| B 20|L LERX 2| D29 AR, El2l K88 UiH| I2
S| MEE AT BE HAR0| YAMEIHOL, ID11052116562 OlA L& 28}
=2 200mg HEF0 A0 ERA B SEE2 iR HAS.

(1) Methods
= This study was a randomized, double-blinded, placebo-controlled, MAD phase 1
clinical trial to evaluate the safety, tolerability, PK, and pharmacodynamics (PD)

of ID110521156 after oral administrations for 28 days in healthy subjects.

Healthy, BMI > 27 kg/m?, 4 weeks treatment (inpatient)
Cohort 3

o
Cohort 1
1

50 mg, QD
(N=10:2)

[Scheme of MAD study]

(2) Population selection
= Body weight >50.0 kg with BMI >27 kg/m?.

(3) Evaluation criteria

= Safety endpoint: AEs, clinical laboratory tests, vital signs, 12-lead ECG,
physical examination, gastreintestinal symptom rating score

®* PK evaluation: plasma, urine

= PD evaluation: serum glucose/insulin/HbAle, oral glucose tolerance test
(OGTT), body weight/composition, food intake

3 JHLUOFZO0| GI RS YA F0)7| Y510 titrationS BT U510,
ID1105211562 4 14 HHS|=01(SAD) ZHIHE ET2 HHEEGI(MAD) AIZOIA
titration0| li= EOF IRl Relt
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| A Phase 1 Study of ID110521156

> SAD PK
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ILDONG

PK parameters in food effect

Table 2. PK parameters in food effect.

Cohort 4 100 mg

1500 Mean (CV%)
-8 Cohort 4 100 mg fasted
#- Cohort 4 100 mg fed

Fasted (N=12) Fed (N=12)

on of

[Figure 1. Mean plasma ID110521156 concentration-time profiles after a single oral

administration.

Table 1. PK parameters in dose escalation.

AUC¢ (ng-hr/L)

‘é 7 Ty (hr)° 6.00 (1.25-8.00) | 6.00 (4.00-12.00)
e
°L Copax (ng/L) 1170.67 (28.3) 740.08 (16.5)
Ex
5 = ~.—__ AUC,,, (ng-hr/L) 8378.33 (22.5) 8660.89 (34.2)
-~ .
T T T hd

$405.41 (22.4)

$693.18 (34.1)

ty; (hr)

3.71(27.2)

4.45 (24.9)

Mean (CV%) 101(1:::; g\‘l:ﬁ) 200C :].?g“ 1(-;2:6) 400CD.;; l(.ltvs:é)
Tpo (h1)° 3.50 (2.00-6.00) 5.00 (0.75-12.00) 6.00 (1.25-12.00)
Coae (/L) 1215.17 (60.0) 1955.83 (107.0) 2606.50 (117.3)
AUC,,,, (ng'hr/L) 7544.56 (41.4) 10780.24 (50.7) 16172.25 (49.5)
AUC,, (ng'hr/L) 7502.74 (41.5) 10796.84 (50.7) 16187.37 (49.5)
t,, (hr) 290 (8.7) 3.65 (26.7) 441 (9.0)

*Median value (min-max)

® Most treatment-emergent adverse events (TEAEs) were mild (Grade 1) to moderate (Grade
2) and resolved without treatment. Cohort 1-Grade 1: 1, Grade 2: 1; Cohort 2-Grade 1:2,
Grade 2:1, Grade 3: 1: Cohort 3-Grade 1: 4, Grade 2: 4, Grade 3: 2; Placebo-Grade 1: 3.

= Gl-related TEAEs. Cohort 1-Nausea: 1: Cohort 2-Nausea: 1; Cohort 3-Nausea: 3, Vomiting:
3: Placebo-Diarrhea: 2, Epigastric discomfort: 1.

*Median value (min-max)

Figure 2. Mean plasma ID110521156 concentration-time profiles

after a single oral administration in fasted or fed state.

CONCLUSION

8 HIAH of2 =& XU o2 =E(systemic exposure)2 8 H|AH 22 F7I5IH,
AlAre] FR0| HEEX| S,

OLRY: At 7|7 S, &IIR & Mzist X2 Aul(Treatment-Emergent Adverse
Events; TEAEs)Z 2o AlY, 4 Y, E= F0| SHO| LY A= 213,

UM Fol: 0]2{§t Hk= 1D1105211560] A7 £0{0fl HE5t AFSSHPK) ZEMAUS

HRBHT IO, 245t LIRSS 717 OFBYUS AL,

COPYRIGHT(© ILDONG PHARMACEUTICAL CO.LTD. ALL RIGHT RESERVED

20



ILDONG
[ A Phase 1 Study of ID110521156

> MAD PK

Table 3. PK parameters in MAD study (cohort 1 and 2).

Cohort 1 Cohort 2
Mean (CV %) 50 mg (N=9) 100 mg (N=9)

Day 1

Day 28

Day 1

Day 28

Tinax (1)’

6.00 (3.00-6.00)

6.00 (4.00-10.00)

6.00 (4.00-12.00)

6.00 (1.00-8.00)

Crue (0g/L)

540.44 (29.9)

537.78 (16.7)

745.90 (16.5)

978.11 (37.7)

AUC,,, (pg-hr/L)

4510.99 (35.6)

4818.50 (36.0)

8621.77 (25.0)

8557.35 (37.8)

AUC;; (ng-hr/L)

4621.42 (36.5)

4918.18 (36.6)

18684.48 (155.6)

8633.46 (37.9)

ty (hr)

3.45(10.8)

3.68 (19.3) 16.56 (211.3) 2.72(12.1)
*Median value (min-max)

of5 8} 4

1) Tmax (Bl = & AlZH hr) @ S0 M2 Tha, H3 QS

2) Conax (FH EF S5, ug/L) : S0 W2} Couax’t tso—. E St

3) AUC o & AUC,; (SE-AJZH BM Of2f B1X, ug-hr/L) : 0| 57142 o2

CEZAUC)O| Moz F7t
4) t:/2 (21471, hr)
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> Weight reduction

Body weight loss achieved on Day 29 Body weight change from baseline

100 -2
- $5.390 q
g . g
Z so . z
z 56.67% E - 2.72%
El d ]
s 3 4 he
% 40 =
F T 6
£, A -
Ew 2 s 6.80%
= =
= T T T
230 Weightloss 2804 Weight loss 1 15 20
Day
€15 2
Cohort150mg WM Cohort2 100 mg - Placebo Cohort 150 mg # Cohort2 100 mg

Waist size change from baseline

Body fat mass change from baseline

_ b g3
z 3
B « P
e B
St T 155 em H
z. —~— 3
EIN - z
=¥ 2
&4 “~._-488cm z -
&
Z 5 . Z 10
3] z
T T T & T T T
1 15 29 1 15 29
Day Day
- Placebo Cohort150mg - Cohort 2100 mg - Placebo Cohort150 mg -~ Cohort 2100 mg

Figure 3. PD evaluation of ID110521156 on weight reduction.

[Bar Chart] M= 22 24E (Day 29 71F)

3% 0|4 MIZ= 22 HME: 50mg 1E: 77.78%, 100mg JI1=: 88.89%

5% 0|4 A= U™ H4E: 50mg 1E: 55.56%, 100mg 1=: 66.67%

[Line Graphs]

A= B3l (%): AYE: -2.72%, 50mg 15: -5.50%, 100mg 15: —6.89%

5212 H#H3t (em): Y= -1.55 ¢cm, 50mg IE: -1.93 cm, 100mg J12: -4.88 cm
XIS H5} (%): @2 -5.50%, 50mg 1E: -9.64%, 100mg 1E: -8.42%

ILDONG

> Summary of PD evaluation on weight reduction

Table 4. Summary of PD evaluation on weight reduction.

Day 15 Day 29

WED Y Placebo | Cohort1 | Cohort2 Placebo | Cohort1l | Cohort2

N=4) [50mg®™=9)|100mg (N=9)| =4 |50 mg™=9)| 100 mg (N=9)

Change of body weight (%) | -1.68 (0.86) | -3.28 (1.62) | -3.58 (1.39) | 2.722.07) | 5.50 3.27) | -6.89 (2.82)

Change of waist size (cm) 1.43 2.65) | 129 (0.99) | 2.60 (1.26) | 1.55(3.25) | 1.93 2.14) | 4.88 (2.16)

Change of body fat mass (%) | -1.12 (2.46) | -5.58 (4.73) | 3.1 (2.18) | -5.50 (4.92) | 9.64 (8.23) | -8.42 (4.91)

1. 2RI XE e 2%FF 1 ID11056211562 ME 4, S2iSa A4, MX|LZF 2400 A0
UL UHE| 245 SNE 2@ £5] 100mg IE0M 71 23 21 E &,

2. -3 AA|: 50mg=Lt 100mgUM(HIZ 2 s2lS2)oilM & 2 7H40] LIEH.
Ol A=20| 22F o|=X Ht2(dose-dependent response)S HOICH= HS AJA}

3. YAMA Rol0l4: 100mg EEXt & 88.89%7t 3% 0|4 HES ZIEF 66.67%= 5% 0|4
HNES Aot dyXez Rolje MiE H4AE 2.

4. o8t gty EEHEAE 1Y If 2= Hw X YEA0|H, 2= TE0M 20|

4
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> OGTT

Placebo Cohort 2 100 mg
250
3 - -0 Day-2 Day -2 -0 Day -
& Day 12 : -# Day 12
3 150 3 150 3 150
£ £ £
Z 100 Z 100 Z 100
E E E
£ 50 < S0 S S0
' w A
T T T T T T T T T T T T 0 T T T T T T
10 1 2 3 4 10 1 2 3 1 10 1 1 3 4
Time (hr) Time (hr) Time (hr)

Figure 4. Mean serum glucose level-time profiles after multiple oral administrations of
ID110521156 in the OGTT (Drug administration at -1 hr. Glucose challenge at time 0.).

HY-AlZt IR (Figure 4) © 8 ZEY SE(AZ-HEE AZUH(-1AIZERE] 4A|ZE7t
KR LIEFLICE 2t 2242 Placebo, 50mg, 100mg 82 120 thal Day —2 (S0]
)2t Day 12 (R 2)2| & HEIE HIw gL},

=0 4

* Placebo J&: Day 120{|A Day -20{ H|of O|0|3t G Hap7 2=,

*  50mg 1& (Cohort 1): Day 120IA EEZ ZHX|(Gmax)2t & &Y EZHAUGC)
O] S35 &4,

* 100mg & (Cohort 2): Day 120iA O 2 S AT} BEE. £5|, 2|t St HA|

EEH0| 71 34 E0F. 100mg ES0A 71 ZEist a7t LIEHE.
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> OGTT

Table 5. PD parameters in the OGTT.

Placebo Cohort 1 Cohort 2
Mean &N=4) 50 mg (N=9) 100 mg (N=9)

Day -2 Day 12 Day -2 Day 12 Day -2 Day 12

G (mg/dL) 169 163 175 124 188 140
Gy (ng/dL) 6 51 48
AUGCy 4y, (mg'hr/dL) 519.34 488.25 496.25 400.53 537.54 428.90

AAUGCy 4y, (mg-hr/dL) 31.09 95.72 108.64

A dose-dependent reduction in body weight was observed over 28 days.

Most subjects exhibited a consistent and substantial reduction in body weight, waist
size, and body fat mass.

Following 4 weeks of administration, the increase of lean body mass proportion (cohort
1: 1.32% and cohort 2: 0.55%) suggests preservation of muscle mass and a favorable
body composition change despite overall weight loss.

Among all TEAEs reported in cohorts 1 and cohort 2, 93.8% were mild (Grade 1), and
no TEAEs of Grade 3 or higher were observed.

There were no significant elevations in liver enzyme (ALT, AST) level or study

discontinuations related to drug-induced liver injury (DILI) concerns.
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> CONCLUSION

» Systemic exposure of ID110521156 increased in a dose-proportional manner with no
accumulation by multiple doses.

* ID110521156 showed dose-dependent and sustained body weight reduction over 28 days.

* Serum glucose levels were decreased in a dose-dependent manner during the OGTT.

= None of the subjects experienced serious TEAEs resulting in death/life-threatening or
discontinuation throughout the study.

* These findings support the potential of ID110521156 as a safe and efficacious small-
molecule GLP-1RAs for body weight reduction and glycemic control.

HU =&(2z5t):
ID11052115629 MU =2 8BF HHHR B7t. (H =2 8YY+E U= 5=/t 7).
$H S QI8 587(710] 0L AE0| MU0 SMEX| S, 0l= UE0| S2EOZ HALE D HIE
EHCh= WS LIE-,
;'q|== A 531
87to| FEA AE2 Y EH0| 10 XI&HQ! iil HAE RE.
0|t ofE SV YV IMORE RX|E = USE S
HCAX| ZA:
47 o 2ot ZAHOGTNIM 8 &y 8Y HA7t HEE.
Ol 40| &9 2H0| - 2 D|RIchk= AS Qo).
OrMd o=l
AT 7|2t SOt M5t O|HHES(TEAES), 01 S0 A1, M3 23 Atd, EXE0Z 215t ZH Al S0|
HILX| e,
Ol Y=o 58 MY S HOE.

>r
|:|O\l
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