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SAFE-KANARB Design : Retrospective Study

HEAEAE AP HIAH

Recruitment

0 - 8 (week)
FtLtE 8 O|A 283 BX|
go|M 35
JHOIEY. He MY

Clinic BP
SiOlOF E(H A 1
Central lab (SCL) 2N 5L 3

Bl SojAY HEE

xS
Clinic BP
Central lab (ZA})




SAFE-KANARB A+ & ) R

2011.6~10% = 14,571 H =2

> FILtE 1Y E0{82F0| 60/120mg Q! CHAMX} M (& 14,151FH)

o (HZ 56.7 yr + 11.9)

Fimasartan
A 169.1 + 6.38
60 or 120mg/day *

14,151 Xﬂg 70.7 + 9.97
HHBMI 24.7 + 2.75




SAFE-KANARB 917 Znp QOummres

6,972 H (W 61.46 + 11.7)

14,151 ™ 7,179 ¥ (B 56.66 + 11.9)
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N=14,151 (P =0.01)
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N=5,348 (P =0.01)
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F60 F120 F60 F120 F60 F120 (mg)

-18.1 : -20.1
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60 O]9t 7,536

L [[I = &dOokT 60-70A4] 3,891H
[ toloil = =k 71-80M] 2.225%
80M| X1} 499

60O 2 60-70A 71-80M| 80MI==1l
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SAFE-KANARB O|AMHE2 1_445(3.14%)
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SAFE-KANARB O|AMHEF2 1_445(3.14%)

Nausea Tachycardiadiarrhl

itching coughing sleep  pack pain  7|E}
disorder
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Dose dependency (60 : 120mg) O| &S

N=14,151 (P =0.66)

120mg

ol (o] K=
A O P G =
3.19

% (336'8) 7 3.02% (109%8)

oo

o K=1 =
HA' D ‘ | HA D
96.89

6 (102073) 96.9% (3499)




9 \anars  Marked LAB O|AEES X0

SGOT / SGPT (ASAT / ALAT) : 3 x upper limit of normal
Total bilirubin : 2 x upper limit of normal

Creatinine : 1.5x baseline(0] 7| 0j|A{= 20| A}

GGT : 3 x upper limit of normal

Uric acid>8.5mg/dL(F),>10.5(M)




Marked Abnormalities in serum Chemistries during Treatment

F 60
Laboratory QA N=2 r;3:397 N=869

ALT >3 xULN 40 U/L 30 (1.1) 21 (2.4)

AST >3 xULN 40 U/L 26 (1.0) 28 (3.2)

Total bilirubin

>2.0 XULN 0.3-1.4 mg/dL 1(0.03) 1(0.1)

Creatinine

>1.5 x baseline 0.50-1.30 mg/dL 12 (0.4) 11 (1.3)

0~ 58IU/L

GGT>3 xULN (M) 79 (2.9) 41 (4.7)

. F (£ 1405) F (& 388)
Uric acid = =
M 3.9-8.3 9 (0.6) 6(1.5)
>8.5 (F)
F 2.8-6.1 mg/dL
>10.5(M)
M (5 1282) M (& 481)
11(0.9) 3(0.6)




9 anars SAFE-KANARB Compliance

118H
S 2708 49 2% 0%
Total (n=14,151) (n=7179) ]

3% amul2% 0%

/\

37999

207 105 ™
O/ o o
/ 68% 0] A 3% 0% 2%

9635% (n=6972) Yl

1827 26%
»100% ™ 90-99% ™ 80-89%

"1-79% m 2385

* Compliance= 100x4lX| 52 <




’ KANARB

BP changes according to compliance

[
|
\\,ﬁ/

A SBP

Compliance rate

Excellent (100%)

Very good (90~99%)

Good (80~89%)

Poor ( <80%)
R2

*ANCOVA, Analysis of Covariance, based on poor

A DBP

p-value
SE(B)
0.52 <0.001

0.53 <0.001

0.63 <0.001
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Responder and goal rate

\/ \\,‘,/

Compliance rate 60mg 120mg
Responder rate
Naive
Add-on
Switch
Goal rate
Naive
Add-on
Switch

* p<0.001, 60mg vs. 120mg by Chi-square test
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&tX} 0f| A| SBP 18.7 + 18.3 mmHg Z4, DBP = 9.7+ 11.7 mmHg
2.5+ 7.9 bpm ZtA (p<0.001)

MA| 14,1512X} = 44571(3.14%) AE =& = k=1 2 Ql=
3334 235%) 2. 0 T 71 =2 8k =2 2 dizziness

(59.2%) ,headache(16.2%), fatigue (4.5%), itching (3.3%)0| & C}.

60/120mg &+ X|& B 5
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Metabolic
syndrome

Hypertension
Abdominal obesity
Triglyceride
HDL-cholesterol
Fasting glycemia

What more?
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Screening Period

Screening Fail

Recruitment
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KANARB - MetS STUDY [f9f]

enroll 3month

Visit 1 Visit 2

“~ Home BP =+ clinic BP
Insulin resistance/DM
CV events
Fimasartan
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KANARB - MEIS Z=ZX2dL

- : : 3
" Data management & Education & regional
Statistics representative

—{ Coordination Center %

Writing committee Event committee
A y

Central Lab(=4lX}) Advisory group

Audit (C&R)

Clinics : Patients recruitment
800 7j&°| +117| CljsttH <l

CGH-CVRC cheil general hospital cardiovascular research center
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CGH-CVRC cheil General Hospital Cardiovascular Research Center




K-MetS Homepage: www.Kanarb-mets.com
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Global Cardiovascular -

Clinical Research System

Welcome to Kanarb-metS o
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KANARB-METS KEY WORD

Hypertension

Metabolic syndrome

BP: Clinic & Home BP |
Cardiovascular events |
Fimasartan |

CGH-CVRC cheil general hospital cardiovascular research center







