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Proven Safety & Efficacy by Observational Study Results
Rovatitan® Phase IV Study
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< Study Design >
Treatment End
Rovatitan® rav. s/s0, 5/160, 1070, 10/160, 20/80, 20/160mg)
{ Period (12 weeks) J
Visit 1 Visit 2
(Week 1) (Week 1242 Weeks)

Study Design
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Inclusion Criteria
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Primary Endpoint

Safety and Efficacy Evaluation

1) ZHIEEI® & E0{ 12 3 E NC VIl GuidelineQ| T Sp+0f| Z2ret Sixte| g
2) BHIE[E H B 12 3 2 X2 7|2 BE AIF0]| CHot 1= O|MX[ZEE X|ZX|E M4Tte| S5 LDL-C*ol| 2ot 2Xje| H|g

*2t60A 0|4, 150/90 mmHg 02 2+ 60| 0|2t 140/90 mmHg
“EDLIYF, <70 mg/dL; TRIE R, <100 mg/dL; EEE fIE X, <130 mg/dL; M@ < 160 mg/dL

LDL-C, low-density lipoprotein cholesterol, JNC, Joint National Committee
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Subjects Flow Diagram >

Screened
N=1,008

Enrolled
N = 1,008

Administered’
N = 1,005

Completed
N=914

Safety Set
N = 1,005

Demographics and Baseline Characteristics Total (N=1,005)

Age 66.1£11.0
265 years 569(56.6%)

Sex Male 569(56.6%)
BMI (kg/m?) =25 kg/me 348(48.0%)
Non-Smoker 634(63.7%)

Smoking history Former Smoker 244(24.5%)
Current Smoker 118(11.9%)

Alcohol history Non-drinker 787(78.9%)
o ’ Yes 25(2.5%)
et v c03600%
Unknown 377(37.5%)

Diabetes comorbidity Yes 322(32.0%)
Renal disorders comorbidity Yes 50(5.0%)

(Discontinued (N =94)

\

Effectiveness Set
N=911

- Lost-to-follow up N = 62
- OthersN=7

- Failure to meet eligibility criteriaN = 6
- Withdrawal of consent N = 3
- Investigator's judgement N = 16

tSubjects administered with the study drug
BMI, body mass index; CAD, coronary artery disease

Reference 1. Lee KJ, et al. Drug Des Devel Ther. 2023 Apr 6;17:1047-1062.
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Primary
Endpoint

FA| SR} Chat

84.6%

Treatment-naive 2HXH Cliad

‘ 80.4% )

TA| SR} CHA Treatment-naive EtXp** CHA

75.9%

91.6%

m=H 2
m=EOEY

T7|E U2 YNEANHE S8OHA| §2 &K I|E CE XE RIS 58X a2

BP, blood pressure; LDL-C, low-density lipoprotein cholesterol
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Secondary

Endpoint

A SR i

64.8%

Treatment-naive CHAP***

m=EEY
m=E 0=y
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Reference 1. Lee KJ, et al. Drug Des Devel Ther. 2023 Apr 6;17:1047-1062.
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SBP DBP

-184
+14.3
*

Change of SBP & DBP
from baseline at week 12 (mmHg)

I Stage 1 HTN (n=185)
I Stage 2 HTN (n=41)

SBP DBP

N
o
|

|

N

o
L

Change of SBP & DBP
from baseline at week 12 (mmHg)

-233
-30 - +16.1
*

I Stage 1HTN (n=48)
I Stoge 2 HTN (n=23)

4 2 sixt
\ (Treatment-naive)
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Very High High Moderate Low

(n=484) (n=85) (n=115) (n=14)

-32.7
+239
-60 - f

-80 -

Change of LDL-C from baseline at week 12 (mg/dL)

*p<0.0001
SBP, systolic blood pressure; DBP, diastolic blood pressure; HTN, hypertension
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£E)| HU2 130 mmHg [H £=C2 X

=251K| 922 SHKHnaive)OlIAl
HSIRASLICH

o b \
X} Treatment-naive)2| SBP i3} )

180 4
161.5+8.8
160
=)
£
£ 145549
(o)
ol
g 138.3+14.5
o
% 130.2116.4
120
—@— Stage 2HTN(n=23)
—@— Stage 1HIN(n=48)
100 , ,
Baseline Week 12

\_

180

160
=) 150.749.9
I
[S
£
(]
2 ]
g 140
g
3 132.8+16.2
=]

120

—@— Stage 1+2HIN(n=71)
100 T T
Baseline Week 12

SBP, systolic blood pressure; HTN, hypertension

Reference 1. Lee KJ, et al. Drug Des Devel Ther. 2023 Apr 6;17:1047-1062.

A 12 SIX}
(Treatment-naive)

Very High High Moderate Low
(n=41) (n=31) (n=118) (n=23)

£319 -65.2
* +36.1

Change of LDL-C from baseline at week 12 (mg/dL)

-80 A 136..2
*

*p<0.0001; **p=0.0071; ***p=0.0168; T p=0.0202; *p=0.0002
LDL-C, low-density lipoprotein cholesterol
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S 20lXI 242 2tXHnaive)GlA|
LDL-CE JIKXI [HH| 2F 40% ZX4=AIZASLILCE.

o (OE e =8t

2 2HXHTreatment-naive)2| LDL-C H1%

190
160 — 146.6+36.8
130
§ 141.0+35.5
g
5 100 42%"§
3 81.428.7
70 79.8+21.9
42%" ¥
40 —
—@-— Moderate risk naive(n=118)
104 —@— Lowrisknaive(n=23)
T T
Baseline Week 12

N

LDL-C (mg/dL)

190
160 —
130 — 114.9+39.4
100
109.6+35.2 31%**‘
o 73.3+25.0
65.7+17.8
40 — 44%* ’
—@— \eryhighrisk naive (n=41)
10 - —@— Highrisk naive (n=31)

T T
Baseline Week 12

*p<0.0001; **p=0.0008
LDL-C, low-density lipoprotein cholesterol

Reference 1. Lee KJ, et al. Drug Des Devel Ther. 2023 Apr 6;17:1047-1062.
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ZHIE|EL® Phase IV Study _ Adverse Events
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Summary of

Total (N =1,005)

Adverse Events N [event]

AE 143[205] 14.2%

| ADR 24[30] 2.4% |
Serious AE 17[22] 1.7%

| Serious ADR o[o] 0.0% |

\_

Adverse Events

by Intensity

Total

Mild

Moderate

Severe

Total (N=1,005)

141 [202]

102[134]

41[62]

3[6]

14.0%

10.2%

41%

0.3%

~

—

ZHIE|EF Phase Il Study _ Adverse Events
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Summary of

Total*(N = 43)

Adverse Events N [event]

AE 10[15] 233%

| ADR 1[1] 2.3% |
Serious AE 1[1] 2.3%

| Serious ADR o[o] 0.0% |

Adverse Events

by Intensity

Total

Mild

Moderate

Severe

Total*(N = 43)

N [event]

10[15]
10[14]
101]

0[0]

23.3%

23.3%

2.3%

0.0%
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ADR is an AE with relationship evaluated as certain, probable/likely, possible, conditional/unclassified or unassessable/unclassifiable.

*ZHIE|ER 20/160mg =8 EXH CHA

Reference 1. Lee KJ, et al. Drug Des Devel Ther. 2023 Apr 6;17:1047-1062. 2. Jang JY, et al. Korean Circ . 2015 May;45(3):225-33. 3. LG Chem. Data on file, Rovatitan® CSR LG-VRCL002
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Rosuvastatin / Valsartan

1212, 121173

5/80mg 5/160mg 10/80mg 10/160mg 20/80mg
791¥ 974¢ 11373 1,320¥ 1,211¢

Valsartan2t Rosuvastating SA[0f]| £0{610{0F Sh= SEXfof|2t AL

592017 38 1 V|

20/160mg

1,394#

( AmoE3)|

N/

EH |'E| E|_|'®%I (Rovatitan® Tab.)
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E¢H |’¢EI'E|_I (Rosuvastatin)

Rosuvastatin 5 mg ZHIE|E5/80 mg

S SR 4
2. ”j J
10y v

Rosuvastatin 10 mg

em —— ——tem——
)

ZHIE|EH 10/80 mg

2HIE[EL 20/80 mg

0.

Rosuvastatin 20 mg

ZHIE|EF5/160 mg

e ————

[
(

ZHIE[EH10/160 mg

EHIE[EF 20/160 mg

HEI-AI'EE;I' (Valsartan)

Valsartan 80 mg
Valsartan 160 mg

NYR

Reference 1. A2 2| AZ oMM S| AZSEHEAAH (https://nedrug.mfds.go.kr/)



