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" €xecutive Summary

Dyslipidemia is an important risk factor, along with smoking,
hypertension, diabetes, and obesity, for cardiovascular and
cerebrovascular diseases and the burden it causes has recently increased.
At present, guidelines and treatment standards for dyslipidemia, and the
HIRA guideline for insurance payment standard have differences, and are
not also reflective of the disease aspects of Koreans. Thus, this study
suggests the directions for the development of Korean dyslipidemia

guideline.

This study performed comparative analysis of 8 guidelines selected
through quality assessment of guidelines published in other countries
since 2004, and drew key questions that should be included in future
guidelines. Such key questions took more concrete shapes while
considering the epidemiological characteristics of Koreans and the current
status of prescriptions for lipid-lowering agents, and suggested directions
for the development of Korean dyslipidemia guideline through the
agreement meetings with related scientific societies and professionals for

guidelines.

Eight selected guidelines of Scotland, UK, Canada, Europe, Singapore,
USA, Japan, and Korea were segmented into 5 areas of diagnosis
standard, risk assessment, treatment goal and value, treatment initiation
standard, and drug therapy follow-up test. These guidelines were then
compared. Based on these works, 5 key questions and 9 detailed
questions were drawn.

1. Diagnostic criteria

2. Risk assessment

2-1. Variables of risk assessment tool

2-2. Variables should have been included in risk assessment tool



o= XIZXSH M Ztol=2te! 27

2-3. Assessment criteria for the high-risk group

3. Treatment goal & target level

3-1. primary treatment goal and target level for each risk group

3-2. secondary treatment goal and target level for each risk group

4. Initiation starting criteria for treatment

4-1. Initiation starting criteria for drug therapy for each risk group

4-2. Lifestyle modification periods before the initiation starting of drug
therapy for each risk group

5. Monitoring of drug therapy

5-1. Test item monitoring parameters & period follow up schedule for
monitoring treatment effects

5-2. Test item monitoring parameters & period follow up schedule for

monitoring adverse effects

Recently, ‘the lower, the better' concept tends to be increased in
western societies in which the LDL-cholesterol level should be lowered
below the goal value, but the aspect of the disease in Korea is different
from those of other western countries. The epidemiology of
cardiovascular and cerebrovascular diseases in Korea has shown recently
that hemorrhagic stroke has decreased and ischemic heart disease and
ischemic stroke has increased, but cerebrovascular diseases are still

major causes of death and disability compared to the western countries.

In addition, the prevalence of dyslipidemia tends to increase by 10.9%
in hypercholesterolemia and by 17.3% in hypertriglycerodemia, showing
that hypercholesterolemia is lower and hypertriglycerodemia is higher
than those of the western values (USA 2006 NHANES 16% and 13%,
respectively). Asians are known to have similar lipid-improving effect with
lower statin level than Caucasians, and it is thus necessary to establish
the standard by considering it.

The prescription for lipid-lowering agents has recently increased, but is

not enough for secondary prevention, and although the prescription rate
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for secondary prevention is higher in related clinical department, still the
treatment goal has not sufficiently accomplished in the long-term, and

statins have been shown as the initial treatment in most cases.

The areas that need support for developing the basis to reflect the
Korean epidemiological characteristics, which are different from those of
foreign countries, are diagnosis standard, risk assessment result
variables, 1st-2nd treatment goal values, drug therapy initiation standard
and period by risk groups. To accomplish these in the long-term basis, a
large-scale patients cohort should be established to ensure representing
data, and the basis that directly related to the national health should be
generated by combining public health data sources of public

organizations.

That is, in the system in which individual information is completely
deleted right after data convergence, if the current status of using
medical services and the presence of accompanying diseases of
dyslipidemic patients in the KNHANES are connected to the HIRA data,
and if the death of a patient is connected to the mortality data of the
National Statistical Office, then the excellent basis with competitiveness

in the public health can be efficiently generated.

Dyslipidemia has certain epidemiological characteristics that foreign
study results cannot be directly applied, and if such aspects are not
considered, it is difficult to overcome the difference between actual
treatment and the guidelines. Therefore, active investment is needed to
perform good quality clinical studies for Koreans, and basis-oriented
dyslipidemia guidelines should be developed by considering key questions
suggested in this study and epidemiological characteristics based on

domestic data.
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_\'I_
o=
i
g
T
[Tk}
ric
)
10
=G
ns
o=
:",-
8
0
[
HT
k=l

i
0=
o
[Tl
e

U OISXRET |EE2 20079 ZUAYFEEAL Zoo| G2H, o 304 o
oM UESHAHEES 10.8%, UFEXEET 17.3%, M-DTEXTHY =
EYT 47.6%2 YHFOH, Mo Hg] X-DBEXTH SHAHSESY DFEX
B3 HIFO| sHEUHAZFCZAL, 2008). X%t 5(2004)2 ‘4 XM F
HIE° 190mg/dl U EHOlE SEY WHEEQ {YOl ForetHn Husie, F
HAHE &I B2 LY MFSIM F2

o 2 4 UTD ot

=
>
r

b
m
o
H
Hu
re
2
1
o
4o
o
2
=
-
re
HT

=
o, J|ZQ XM HIBUCH A
SH O|F HIFOR JIYOHs wE0| O|FOIX|T UTH(Grund

al, 2004; Genest et al, 2009, 3I=IX|&FWMALSIY| 2009).

<
D
~+

20019 %HE NCEP (National Cholesterol Education Program) ATP
(Adult Treatment Panel) [117f OPgXIZEFT MaX|HY Jo] EHi QUYoH,
2004499 Mj2°o] wWHE PROVE-IT (PRavastatin Or atorVastatin
Evaluation and Infection Therapy) 9+ 9 Zo 2739 X|H X|g5H9
FIEQ I MM UL, WU FEY HYUAXT FFo| g =R oy
2} Framingham scoreE ©|4%t 109 HHUEE AHMSI0] DI E]O olg¢e

2 EC HIMOZ X|CAL OJAFS JpMO: S SIEE ofn Utk

1ION

In3g |puol

Dg-25U3P

of

J|jooH p

i
g

1021

gojjo o

aBw BUIIBIO
19Dy DUIIDJIOC

fou



D]jOD) 2ADIYFPIH PIsDY-IUIPING |

i

Buiypioq

KatiaBvs
NUoDY

o

=

0|

& XIEXSHH XY 7toj=2tel 27

=

g3 XXy, Hipes &ue

WML SHIXLSUFLereoN 10961 st

oy 200340l TOYXTEF XIXH, H2HS

FUAYFFEA ZUE 2 of0] H2H +YLY
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Foto] R XXM HDOLO| XBIIES YOIHCH SR OYNTEFY Ay

PO WY A0l MY XfO|Tf Y2 DDA YT XBXMS IR XMgo
A

€ A2 HEX| ¢Y(Barzi et al, 2006; A, 2005).

WHSROH 200949 20054
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HH, o2 AN OPFXIZYT XIEO| U°l X2X|HQ WEn HN YUY TUE Al
of 2ot =MerE Hiofd Utf(Pearson & Peters, 1997; Pearson et al,
2000; EUROASPIRE Il Study Group, 2001; Keech et al, 2000). M2
A7 2oE0 e URI[FC] FYEL ASS BAY o, JHOIM Xz U39 Pt
o] 92 Xl QU MU= A2 HURI|E EH U TG,

U AFME I1N MTEXTY SHAHE X0 TEf XgIr TR UXp FoM
84.7%2 XTI AEXERE YUYCH, & 15%9 AX:= AEXwIF TLYUYE: =24
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= LDL-C TC apoB
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o= audit level*
alternate
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X|gSHX| W Ziat 2} X[HO| Jo[otH| YEGT, AISHEY F=9 X|HZ FH|
HO ZBXE MG 1 LA 2 AYHIANMY [EFUS HABIL Us
g, A23FUEE DYEZYYM TC<5 mmol/L (193 mg/dl; minimum
standard care)E, ¥ DYHUIM O[XWA] TC<5 mmol/L (~193
mg/dl; audit level)E M0t UY. UL FRol= ¥, OX X|g FHXE o

& B 159 Z°o| HAIst ULt

H 15. 7F{Lict &, O|X} X2 SHX|

Xt ZE Xz SEX|

LDL-C X2 SHA| apoB X|Z2=HX|
XY= LDL-C =50% ZA
SES=EE LDL-C{2.0 mmol/L (~77 mg/dl) or =50% Zt4& apoB0.80 g/L
A LDL-C{2.0 mmol/L (~77 mg/dl) or =50% ZA apoB{0.80 g/L

O|X} B X2 SHX|

: TC/HDL-C{4.0, non-HDL-C{3.5 mmol/L (~135 mg/dl)
: apoB/apoA1£0.80, TG{1.7 mmol/L (~150 mg/dl), hs-CRP{2.0 mg/L

U9l X|FEOIME TCY LDL-CO XZZEXS MASID Yom 1 yige og E
162 2t

H 16. 78 XA xl= SEX|

22 TC X2 Z2EX| LDL-C X|E2ZHEX|
XNelgz2 | TC5.0 mmol/L (=190 mg/dl) LDL-C¢3.0 mmol/L (~115 mg/dl)
nolsiz TC{4.5 mmol/L (~175 mg/dl) LDL-C{2.5 mmol/L (~100 mg/dl)
TS option @ TC(4.0 mmol/L (~155 mg/dl) | option :LDL-C{2.0 mmol/L (~80 mg/dI)

BIIE29 XYM HEZol OE LDL-C, HDL-C, TGY =ZHX|E HASt YL
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H 17. A7IZZ2 X|Zle| X8 2HEX|

= LDL-C HDL-C TG
X = {160 mg/dl
E e ey {130 mg/dl =40 mg/dl <200 mg/dl
R = {100 mg/dl

* QST (very high risk group)

- o oz FHERALL 02 CHE HIXT &4 U= EHASHESIKL
- optional goal: LDL-C¢{2.1 mmol/L (80 mg/dl)

0j29 XBX|MoINE 9B TN LDL-CY Non-HDL-CO| AZSEA|E HA
ST QUTh. E3 20044 HWFWOIM ZDYHZES WIS O[S UYt XTSEAE @
£2 Wergen 1 yige tre E 18% 2o

H 18. O X[H9 Xz S2X|

= LDL-C X2 =2EX| Non-HDL-C X|E2=HX|
XN <160 mg/dl
o by {130 mg/d

LDL-C X|I2=HX|

S5 1T {130 mg/dl (option: (100 mg/dl) + 30 mo/d
DA+ <100 mg/dl (option: {70 mg/dl)
ESnicleiny favor LDL-C optional goal {70 mg/dl
* =TS (very high risk group)
- AEEEE g + 1) Chpol o EQIXK, i) Sit

2) Mol ZHE[X| ¢t= Mt +Fo| RQUKt (of, ALl &) St
3) LAESEQ| o2 {&QIXt
(oll, 3AX|2>200 mg/dl +H|-HDL-C=>130 mg/dl & HDL-C{40 mg/dl) St

4) SEHSUSST BX}

sto] X|RX|AL 0]2 NCEPS UiRE 480l0] Mgo[gion 1 gL B 199 2},

H 19, 2= X|39 Xz SEX|

-2 LDL-C x|2 SHEX| Non-HDL-C X|Z=HX|
XN {160 mg/dI <190 mg/dl
ST (130 mg/dl {160 mg/dl
neEs {100 mg/d! (option: (70 mg/dl) {130 mg/dl
ESni=l: iy favor LDL-C optional goal <70 mg/dl

high risk group)

- algaEe J1dE + 1) o JHel 2 (Sl
2) ot Zof 2 =HE|X| o4 =

3) CHAREZE 2| of2] I™eRi0] JUS

4)

SMIMEOES
HolL—o



US x| X|FRHX|E L DL-C, HDL,C, TGE FEOI0 HA[StD Yo 2 H
20 Zrt.
=
B 20. 22 XEQ XE SEX| )
7= LDL-C HDL-C TG m
LUt CHAXE 2
X {160 mg/dl a
el {140 mg/d >40 mg/dl {150 mg/dl g
YT {120 mg/dI 3
Olxlollst CHARL (100 mg/d =
3.1.3.4 X|g& A|X J|= H|lm At 3
€
X|g AMZE 2|&Z H|Wo2] 510 2 X[HOM HAIBtD Ue LA X2 E FTHOE=E ¢ a
U ERE A2 ASX|E AXI[EZ HWOIFOH AFX|E AR M HLQH A% f\
IRIE AHE ERE A2 FASIREX ol2et FAE YE2 HudAY =
p
(s ]
H 21, USXIE AIR7|E HuH .
e sk e XNelg
AaA 70| 2A
- B2E A2l TCY8 mmol/L

(~309 mg/dl)A| 12

1ok 5

LDL-C=3.5 mmol/L
(~135 mg/dl)

LDL-C=5.0 mmol/L
(~193 mg/dl)

H - = o
TE A&t vs BE StxjolA| AEtE TSR] S
E0X (not clear)
AlbE2  [DL-C>100 mg/d| LDL-C>130 mg/d! LDL-C>160 mg/d|
S5t 19T
LDL-C=100 mg/d| - LDL-C>130 mg/dl LDL-C=190 mg/d|
o= © tior: 100 ma/d) (option : 100~129 mg/dl) (option
ption: 9 =5c QR : 160~189 mg/dl)
- LDL-C>160 mg/dl
st= HAIZX| L= HAIZX| LS HAZX| LS
O|AtCH|E CHASRE
- -C>
o LDL-C=100 moy/d LDL-C>140 mg/d| LDL-C>160 mg/d|

- LDL-C=120 mg/dI

LRIl CHEA (TP
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O ALETEES M HHEOE JpY He Awe HoloE,
1M M A oF 30067t MHET Mol of WAYOIICID HIORCE M/
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T oy HEFS FII0H, FUH HEFLS LASHE GO WMol Uoud Ut
(Suh, 2001). Q@] BsEy WYY AYEL 10844 Ol 2092 % 10
FoIIgon, WY HEF AYEL 2 Wl Qb U, oquy HIF AYEL 2
Hopil $I1010, 20004 O|¥olE HEY HEFOR A AIYOl WY HEFOE U

ot AYHG Yot (Suh, 2006).

o]z 3 A(Brownson et al, 1998)° 23tH, DEYAHESEFTO SEY MY
Aotof| 3t UHQIF I[9YYE (Population Attributable Rate, PAR)E 43%%=,
ZF2 QAR F ojgd MYEH Higt PARC| MY oW, HEZFOl Uit PAR2
10%{E. 4=t AlRfE 199089 T AP (Jee et al, 1999)%M= 1E3
AHIEET S oYy HBEEY SHEFO et PARCl ZZ 20%2 3%E ZALY,
0|9 A Zofof H|s XUy, 2L A2 22Uste] MHE|HUTH| il P2 M
YR UOH, GE HAHTES| FATH HYUAUXQ ZTAHI TEYY| GiYt X|E= X|
403 JHME|D U(FUAZFFYZAL, 2008), 2000d0{e] NS ALHEEF MY
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ron

=

o XEXSHH ~ME 7tol=2te! 2A

2t PARZ 1990t YIS HEZ HLZ odEH.

IR FUFULIL|O] OYRIYF XZ JIO|SHAQNN HAS IUAFFYEA Xt
2o m2®, 10984, 20014, 20059 §9 RE0| FBYAHEY LDL BHAHE
° YIE 2 WPt gl U0 UEHTE
H 25, i} A=l 0E E5XIA S20| Hat

(@2, Tl mg/di)
SEUAHZE LDL Se|AHE  HDL SAHIEZE ErNEY
A
| 7] (1998) 188.3 114.4 50.1 123.3
[17] (2001) 188.4 114.5 46.1 138.7
7| (2005) 184.9 1144 451 135.4
=Xt
| 7] (1998) 187.5 1125 48.1 136.4
[17] (2001) 189.2 113.6 437 158.2
7| (2005) 185.0 113.3 423 162.8
O %t
| 7] (1998) 189.0 1154 51.6 1125
[17] (2001) 187.7 1151 48.0 124.0
7| (2005) 184.8 115.2 471 115.2
A=d @ OIMXIHEE XEXIFQRE £FER), S=2X|EEUASIES], 2009

HDL ZHAEIE 5E& Wi 25 X4XNOE FASLS FHE U FHNY 3
L @XM XEHOE FIIALY, AXOIME [t Ko AU
250 g 250 - iR
3 3
S 200 rﬁ.—E‘E: S 200r w
£ £
T 150 + il 150 +
i) o
<100 198 4 oo} e 1998
I::ITHJ ——2001 'ﬁ'ﬂ -—2001
fo 50T —=—2005 #h S0t —0—2005
0 1 1 1 1 1 I 0 1 1 1 1 I
20-29 30-39 40-49 50-59 60-69 =70 20-29 30-39 40-49 50-59 60-689 =70
g o
I3 2. MY 2 Ao mE AxE SEAHE 522 Hst



g FSYLHEC GE ¥ Eol=H,

Yxto] 39 40Tl

M oMY 5Q AX|E WOty H[S|, o4 60UTX| XAMOZ FIteIct 1 oy Ah

Sf= FAIE HECH 40UTIR| WXOIM FBAAHES FEI %A EU

oL, 504 ol

oAME OIXoIN £ FYS HUCL.

—~ 150 L X} - 150 o| X}
2 °
o L o L
g 125 Y 3 g 125 ﬁ
B 100 W 100 -
o o
A7y 1998 4 POF —o— 1998
WU 5ot —s—2001 U 50 —o—2001
g 5l —=— 2005 9 5t —0— 2005
0 1 1 1 1 1 0 L 1 1 1 1
20-29 30-39 40-49 50-59 60-69 =70 20-29 30-39 4049 50-59 60-69 =70
g o1

a3 3. 4

LDL BHAHE $EE
FItULE FItOICpt

2T =

50
IorLot ol AR

M
o=
DX YO o HCt k7L &=QHOLL

_IL

UISE ZAStS e

= ol mE DL S AHE s=2| HEt

FBUAHE SEOIM 2o YR FQ 40UMHE Aol
oiXte| FQL 60U XAHOE F
of IE LDL BHAHE TS HLOHEH, 20~ 40U
50T OOl E ORI} EATL.

g0 LEx}

20+

HDL Z 2|2 HZ(mg/dL)

R e e S ———

20-29 30-39 40-49

_ 8or of Xt

pi—)

T

g eof

i Dﬁg:-&:aﬂ

3?‘ 40 +
—+ 1998 = —&— 1998
—s 2001 H 20 b —o—2001
—=— 2005 g‘ —o—2005

1 1 1 D 1 1 1 1 1
50-59 60-69 270 20-29 30-39 40-49 50-59 60-69 270
ke

HDL Z32HE skt

L, oXte] FQolE Ao

o
°|g HW gXoMe HE ¢

3 GiZol mE HDL SaAES Szof st
Uxto] FQ YOl WE E WY A HOIX| Rt
FOIU| Tt XAMOZ HACI=FYS ML,

F5oNM HDL EHAHIE

MNION

D

i

$DC-23UdPIng
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& XIEXSHH XM 7tol=atel 2A
2501 Xt 250 oz
3 200} 200t
=y &
£ 150} ;%Ei%\ > 150L
& £
% 100t . 1998 % 100 | —a— 1998
Ko ——2001 0 ——2001
50 ko 50
—a— 2005 —o— 2005
0 : : : : : ; 0 : : : : :
20-29 30-39 40-49 50-59 60-69 270 20-29 30-39 40-49 50-59 60-69 270
R e
O 5. dd 3 HHol| mE SMX|E sEo| HE|
FAAY SEE WAL F90| 40UMKIE HYO| FOIUAR FIMICIL ofF ZAdte

B, oiXto] FQOols GOUMIK| XSHOZ FIIOILITt Ofy AASIUCL AT Xfo|g Amg
B YXofis 1008HE HIS 40~50URMd FHXY SEI XAMOR FIOLs FYS

H 26. =21} 0|=29| & XI& s
(B2 : mg/di)

NS EZZAHZ =Mt HDL EYAHZE LDL ESdAHZ

183.2 133.7 45.0 113.1

National Health and
Nutrition Examination 203 123 513 123
Survey (0]=,1999-2002)

20059 RUAFFY AT 2o, 2Lt 204 o 44219 XM BAX= FEIYAHE
183.2 mg/di(d*t: 183.5 mg/dl, 9Xf: 182.9 mg/dl), 38X 133.7 mg/di(d
Xt: 156.6 mg/dl, %Xt 111.4 mg/dl), HDL ZYAHE 45.0 mg/dI(EXt: 42.4
mg/dl, %X}z 47.5 mg/dl), LDL Z2¥IAHIE 113.1 mg/di(8*t: 112.6 mg/dl, 9
X:113.5 mg/dD)E ZAERT. Ol 0|=m9 1999-2002'9 National Health and
Nutrition Examination Survey Zote} H|w¥ o FEYAHEQ HX: 18.5
mg/dl, °Xf: 20.5 mg/dl), LDL EBIAHEA EX: 13.4 mg/dl, %X 7.4
mg/dl), HDL Z2AHIE(A YX}: 3.5 mg/dl, %Xt 13.8 mg/d)2 @1, FEX|H(A
HXt: 24.6 mg/dl, %Xt 41.6 mg/d)2 =2 $X|¥C



20078 ZUAFFEZAMANME Y 30M oI HAUY OIS XIZEFT REE
ZYAHEEST 10.8%, ILFEXYEZF 17.3%, M-NULX|CH ZSYAHSY
47.6%=2 EAMEUY. 20058 FUAFFETAL Zdtet HluOHH, XM-DUEX|THY Z

HAHERFO QHEC| I WHOP FIIOIUCt, QAU ONXWEFL Mo H|

of X-DUEXTHY BAASEIY DFYXYEFY €F0 5O ol OYNTEF
XXM YAZE LDL-CY EWI UM, FYXYY HDL-CO ZHOIE H2 2

o FWAFFYEAL ofQo] XY EE W $US F
=
—

=
O|ZOIT WEXWEE HU ATOIM UEHE QU 7 WFXWSE EE

XA E Gigez ¢ A(BUA S, 1990)° TEH, MSX[Ho ARE FA AY
84U 1,500 " SHAHZ FX= 75 percentile Z|ELE 202942
200mg/dL, 30—39M|=°IM 210mg/dL, 40—49MI2%IM 230mg/dL, 50~59MI2
ol 240mg/dL, 60Ml °PdZolIM = 250mg/dLOIUY. oY U AP HEH 2
R ZUAHZE £XE HACH 60U A=Y AR HHME R2 FES UEHWH.

2 27. ot gRlofMe] EE SEHAHE 5=

Mean Percentiles(mg./dL)
Sex Age N SD
(mg/dL) 5% 10% 25% 50% 75% 90% 95%

Male 20-29 122 183.3 32.4 137 143 158 182 205 229 240
30-39 393 188.9 31.7 139 150 167 189 211 234 243

40-49 385 2058 30.9 154 165 184 206 228 249 257

50-59 261 209.7 33.8 156 166 188 213 236 253 260

»60 43 223.0 30.0 177 190 199 227 249 258 266

total 1,204 1995 33.7 143 155 175 200 224 245 256

Female 20-29 75 180.0 35.5 136 138 159 184 200 222 238
30-39 128 188.8 29.7 145 153 169 187 209 230 240

40-49 74 191.3 30.1 139 188 173 187 213 231 245

50-59 18 227.1 24.5 187 188 210 226 249 263 265

total 296 189.5 32.7 137 147 170 18 211 232 243

Total 1,500 197.6 33.7 143 154 174 198 222 243 254

A=zd - xR S, 1990.
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=g X2 MY 7to|=atel 2A

H 28 03] g7olAe 8 & S2AHE S& HIw

age g4s orgd Mew 8328 S MR S AT S Fredrickson
(ears) O° (1962)  (1974)  (1982)  (1983)  (1990)  (1990) et al (1967)
2020 M 1404127 18214149 1448+265 18624138 15554207 1833+324 183437
1354123 18754155 15414290 186.3+182 1615+27.9 18004355 179435
30-30 M 155+186 187.8:145 15524290 1875+129 166.9:£286 18894317 21033
1404275 1825+143 14764273 18714147 1658+297 1838+297 20437
40-49 166+185 1884+121 161.9+30.1 186.2+165 177.1+£32.6 205.8+309 240+48
1604153 1858152 15274310 187.9+264 18784359 19134301 251449

170+£180 19324402 159,1+324 1895+17.7
165+19.0 192.1+11.2 1740+288 188.6+20.6
135+24.5 1905106 151.3+256 192.5+18.1
1354245 1932+101 171.0+123 197.0+228

Y60

1731253 209.7+338
196.8+34.7 227.1+245
179.4+21.8 223.0+30.0
196.0£22.1

188.3+19.2 1549+293 1883+15.8
187.56+136 1526300 189.5+20.6

M

F

M

F
50-59 M
F

M

F
total M
F

1708+28.1 199.6+33.7
181.7£34.7 189.5+32.7

II SJIIIS',éJ - = -0 I:l|:
F 0¥Y § Yol

= a
e AT U 1,818%9 ¥F F =ULHE =X A2 ©

XA 186.9mg/dL, 9XoflA 197.6mg/dLOIUL. APl T2 75th percentile
B2 21-30MI2°M 191mg/dL, 31—40M2°M 195mg/dL, 41~50M|=Z°A
214mg/dL, 51M~60M2IM 227mg/dL 131 61A4 OAZoN 222mg/dLOl

RG.

320

240

Frequency

_ NS A AT EESES

160

20 I

o Ll
=sess

Serum Total Cholesterol Values (rmg/dl)

a7 6. 21 dRlolMel BF SSAHE 5= 2E (82 §, 1996)
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Age Sex Mean=SD 5% 10% 25% 50% 75% 90% 95%

21~30 M 176.8+31.0 131 133 151 174 199 214 226

173.9+34.2 124 131 150 169 189 212 243

174.9+33.1 129 132 151 171 191 214 279
t=0.40

— ™

31~40 M 181.1+28.1 133 141 162 179 198 218 234

175.4+279 137 145 156 170 191 209 228

178.1+28.1 134 145 159 174 198 214 233
t=1.85

— .

41~50 M 189.0+34.2 137 147 164 190 211 229 239

192.6+34.3 155 165 185 207 231 256 268

192.0+34.3 149 161 179 202 227 253 267
t=1.33

— .

51~60 M 192.7+36.5 138 147 169 191 214 238 261

F 209.5+354 155 165 185 207 231 256 268
T 205.2+36.4 149 161 179 202 227 253 267
t=4.94%**
61~ M 188.1+32.1 133 147 165 185 210 231 238
F 210.5+318 143 153 170 195 222 246 260
T 201.8+33.7 139 150 169 192 217 241 257

t=6.74***

Total M 186.9+33.2 132 145 164 186 207 230 242

197.6+36.4 143 153 170 195 222 246 260

194.4+358 139 150 169 192 217 241 257
t=5.84***

—

M: male, F: Female, T: total, ***:p<0.001
A=g 0 22M 5, 1996

W W AWI|UDo| 1007\ SULE 10084 7IX| YU WX F BEW XY
&2 AU WX 600FS UACR ¢ AR(TXA 5, 2001)ME AFUEFEA
A0 WE WSWHUIY P4 BFUIOZD o] WF XUSEE HDOYUT B
MuSHION  F  BYAEHE  FXPF 197.4+39.3mg/dl,  FHXIERX
193.5+122.6mg/dl, LDL Y AHE +X|&= 118.8+35.0mg/dI= T’doiM 2

Zt 179.0+£39.1mg/dl, 163.7+x119.1mg/dl, 100.4+31.0mg/dIQ! i H|d}
QOO £UAOD, HDL BHAHE 4X|= BFUUAZYY 39.9+10.7mg/dI2 ¥
A20| 45.8+12.4mg/dIol Hls SoIoP| Lok
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Normal CAD

(n=236) (n=364)
Total cholesterol(mg/dl) 179.0+ 39.1 1974+ 39.3*
Triglyceride(mg/dl) 163.7+ 1191 1935+ 122.6*
LDL-cholesterol(mg/dl) 100.4+ 30.1 1188+ 35.0*
HDL-cholesterol(mg/dl) 458+ 124 39.9+ 10.7*

Values are meanzstandard deviation, * : p<0.05,

LDL cholesterol : Low density lipoprotein cholesterol, HDL-cholesterol : High density lipoprotein cholesterol
A=EH 0 X 5, 2001

FUARIES FTYHOE HEY AF(AWEY T, 2006)° HEH, DEHAHEEF

A
o] AAHO| AUes Ut F TP, LY, YL HEY, HIFM UAHHY F 491X Y
HAUXL T HOT 2 TIX| OP¢E 21X UYes #Xf 500%2 ¥F LDL-ZYLAHE &
£ 130mg/dL U991 HQIt 135%(27%)°I¢1, 130mg/dLO% 160mg/dLo|gt
2 132%(26%), 160mg/dL®l’d 190mg/dLo|FtS 141%(28%), 190mg/dLO|
Al RHAL= 92 (18%) 0|24t

H 31 =W HolH SXE9 e XZ M DL SYAHE 2=

CHD/CHD Non-CHD

equivalent  or non-DM =1 risk 2Hrisk ALL

=369 n=131 n=45 n=86 n=500

% 74% 26% 9% 86% 100%
LDL-cholesterol(mg/dL)

0{LDL{100(%) 47(13) 9a7) 49) 5(6) 56(11)
100=<LDL{130(%) 62(17) 17(13) 7(16) 10(12) 79(16)
130=<LDL(160(%) 95(26) 37(28) 12(27) 25(29) 132(26)
160=<LDL{190(%) 97(26) 44(34) 14(31) 30(35) 141(28)

190<LDL(%) 68(18) 24(18) 8(18) 16(19) 92(18)

AEE e §, 2006
3.2.1.2 g9 AEZHAE S

AEFEl 0] Alo| WQIo| H|o OfAJO[OIo|N ABKE WF $ETf HUHOZ HCHE Al
Ao| UFE=M, Ol AS UAY S +FH AHO| U= {FVX Ho|Y ;T A
Ct(Wang et al, 2005). OfA°[YS o2 +E AL ZUSS HH, WQIo b



of OHAlofRIe ©f e AEME SYOREL HATH FEO KW M HUS UL 4 U
Cf(Liao, 2007). Wang 59 @7l M2®, CYP3A4*4 allele® Z1D UYe ArgL
CYP3A4*5, *691 A& H[s{, simvastatin® XIRAOIE} £ LEPITID Stct,
F30| OYXNEE UK F 3.3200004 CYP3A4*4 allele® 21 Ye HO2 U
St

\®//

CRESTOR

rosuvastatin calcium

HIGHUGHTS OF PRESCRIBING INFORMATION

------------------- USE IN SPECIFIC POPULATIONS - - - == -+« v s e s e e

Severe renal impairment (not on hemodialysis): Starting dose is 5 mg, not to exceed 10mg
(27,51, 6.6
Asian population: Consider 5 my starting dose (2.4, 8.8)

8.8  Asian Pahients
Phamacokinetic studies have demanstrated an approximate 2-fold increase in median exposure
to rosuvastatin in Asian subjects when compared with Caucasian controls. CRESTOR dosage
should be adjusted in Asian patients [see Dosage and Administration (2.5) and Clinical
Pharmacology (12.3)).

32l 7. OlA[oIRlofIM2] rosuvastatin HR2F

orFol o wEM L2 2%l rosuvastating S£0I¢2 o, QU Hlgl of
A9 UFFLII 28 o F7I0te HS YWAMN. rosuvastating ASY U, ¥

7 TEIt ¥ 7r5%80l U8 =, OAORIIME rosuvastatin® X|2E QI X[z

X|Zt23F0| MUl 5mg/do2 A|XSt=& MU6ULY

3.2.2 IHY XEXN XYTS

UM XEX OS] MYAHF R X=2=0 WeH TFefstul, ofof tisfo] wHH

E2E2 TS 20| HIGYL,
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==M= A= A7\t A4 2A4UE Zut
Lack of 1717|252t o|2|ote| BolognaX|iollAte XIEIAGHA| AH|7F DDD
_ 71ESR 41% BIISIUT, FunenX|olME 129%5718,
adherence to Odense XEXNSHHIE
. . . . BolognaX|=olAM= 1000E2| HFEXF & A7t prevalenceZt
lipid-lowering drug|Pharmacoepidemi 1EHO | A XS wE _
HAR7|Z2F=9F 1000He| HEXL = 36.90(M 46.32 S7t5H| 1
treatment, ologic Mo Al ol oz | T T = _ ° '
_ FunenX|HoilAl= 3.2F0lIA 6.6H22 S7HL.
A comparison of H|O|E{H|O|A Funen, DDDs
. 1994- ) BolognaX|He| 48%2| ALEXIR} FunenX|=o| 91%2| ALZX7t 21304
utilization patterns (Denmark) Denmark : A X{HIQFAL
. . . 1996 _ XBE X|&3IFDI, ZV2E 7%, 45%2| AFRXI7t 7|&0|Me| 252
in defined Emilia Romagna 1,326& AAEE Mt
. . . ’ . 7|25t¥3. FunenX|=ollA Z7(7H XIZXGHA AME0| O BUS.
populations in | Health Authority Bologna, |XIZXSIMAIS XA } -
: Bologna?| 61%, Funen?| 72% XIZIX{GHM| Al2EtXI7}
Funen, Denmark H|O|E{H|0| A Italy 0|x|l= 29l
’ MEZAZREO|L P XZHE 20| ABsl= WeE HOot
and Bologna, ltaly (Italy) 112,360 - _ _
2000 FunenX|HollM XIEXSHNIE 2XI0Wo2 O 0| AFESH= A2 & =
(2000 oS,
Prevalence of
cardiovascular A7 |ZESet HA| Medicare CHAXE & 21.7%, commercial health plan CHAMXE &
ovased | AEfEIS 8.8%7} GITI[THEOE 1HOIA AEIEIS AIZBIIS.
comorbidities and Medicare . —~ o = ool o=
Utilization of Advantage©] 18104 Medicare, AELE AIZAL & SatSWASolLL olof &8shk= Szl A2
evidence-based O%i.p:n— MEeE Mg Commercial US 282 Medicare L&X}Q| 62.4%, commercial health plan CHAX}
VI - = .
reatment HIOIEMI;)IA 200541 Medicare health plan & = 41.8%%S.
trategies amon Commerc'aI_US 2006-3.31 Advantage | Sttt MELAEE Medicare AEMElI ARZXI2| 20%2t commercial health plan AEHEl
stra‘eqgies among ! =2U 1 51818 sn AFBRS| 10.3%7} HIi2y|20| o, PAISUSYHAZO| 210!
statin users in a| health plan2]
Medicare and S Commercial SHICHKAIR ZARE 242 24.1%, 30.0%%2.
i of . ) _ .
commercial |:1|0|E1H1|§|A US health AlEel A Medicare AEHE!l ALEAL & YiH0| U= EHXtQ| 1/3, commercial
i A
health plan plan health plan2| &< 1/60| xHal 2HE USAE7IS0| US.
P 285,820
(2009)




==N= A= A7\t A4 2A4UE Zut
HE, AEIERIEXIY, _ }
M: 0tx1|-—rloﬂ:l RE; Incidence®t prevalence2F A|AEECZ SIS,
A isra o) iz | SEIEIS G5MI-84HI HSOIN THY vIstshl AIBSIs HoR Liekd,
. 1999-2004 | ST 7T T TS| ALS|AMIMKIQIH AENE prevalence?tofl 1ROl QiRISM, WAL
Population-Based| _ . . _ o (TS XMAED) - .
_ | British columbia =0t X2 o AMEX|IQIE 717 202 AELEl incidencer}l O /U=,
Analysis of Statin ) 1996~ AEMEIANEC| incidence - )
Utilization i 9| AFEXUXIELY 2004 AE}E o2y Aqod AAEHOZE OFEHIAEIEl AHIAEME, DRHHFAEIEIC] ALE0| 7ot
et o | QRS Mgwe gl S0 T | 20| SRUARE, ZUARIER] ABS UASIAS. LRl AU
ritish Columbia S| AXMIEX|I2, _
0007 1 211,964 OW;O“ m; El oAl HIESEE B7l6I%S.
1&; )\IR: CHEEo] ME22 AEME AP m2 HEBARIER0/0] UL,
e 39.81%E W2 MEEAAHR0IS 71l
prevalence

Lipid-Lowering The Geriatric

B} B} AEIE AMBES N - ;
Therapy With Ontario Al =et AsizhA SR TR HARCHAL| 19.1%t0] 2XI0HS = AEIEIS XA
Statins in High- Longitudinal oLt e parE 3u 66-74M2| StXte| HEE AEEIMUEEO| 7|2QR0| B3, 5 5=
Risk Elderly Database(GOLD) 1998- i HHO0| ASIETH OjAr Aot O=2 ZIIE| wat 37.7%, 26.7%, 23.4%=E He| HAE Hel
Patients The 0d2{Health care 2001 QU= 66A| NI AEME ME7HsE2 22t Aol 1Ml B71EE, 7[2918Xl7t 1% &
Treatment-Risk administrative O|&fo| 2tx} e mRsl AR tstoll M2l 6.4% ZASIFS(E™EE QXH|, 094; 95% AlZ7Zh
Paradox o[O|E{H|O|AE 1 396, 077 s 0.93-0.95).
(2004) At
Lipid goal Connecticut ZSUML A AAIEE AEE AELEIO| AI‘%_% 1_995'-.jOﬂ 12%0lA 2005H01 84%=2 B76IUS
achievement and Veterans’ Affairs 1995- Mag 22 | AEE2 AAIEA LDL, LDL_ =HEYS 2 B716I¥=0, a6l 3 olde| SHEEIHEO0| U
trends in lipid- (VA) 2i0| xt= 2005 E|HZ0! HDL £=X| AIAIEA LDL| = StXI0A LDL SEEENEEIF S/US.
lowering therapy in : 298H SHENEE T LDL £=X|= 1997401 105mg/dIollA 2007401 90mg/dl 2 ZAS}

fruaby Buijpiogp||o) 2ADIYDIH pPasDg-22UaPIng |DUCIIDN
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==H= A= A7zt Aot BAHLIE Zut
veterans
undergoing carotid T LDLX|2t _ _ ;
¥, W HDL £=X| HA| 53mg/dIollA 38mg/dIZ2 ZASIFES.
endarterectomy SEHRARHA ML S T 9 9 G40
(2009)

Health Authorit
ooy Sar0l| DS 1517372 $X 5 0%t BAIRE SOt 191 01y AEIEIS AR

o
Q:Tiirfggfa;?/ RZ;EZ::Z' ] 2 AEIEl S0p U OAE'i_Tl_, 0| &XIllM2] coverages 46%SS. ) ]
and patiens” ISR, SIXtEE! : 20054 1294 coverage 1xt O:IIH_*% ol AFBEl= dRE UXZZCE g U, 2Xt CHE SHo= At
. S 2005 o | CoveragetiE2et A&, | &3h= &XI0lIM coveragel| 2=H|= 1.19(95% Al2|717t 1.16-1.22)2
cardiovascular | ZEEV MER | g [BH 2HES w usmmae | At 4SS EAIS EEom ¥ o) 34580 A 28 AR
iskia o AEHER gy | TEORE D eae o | sl #0iA coverageo] @bl 2.7795% A7 66-289%S.
pharmacoepidemi | AMS 2| = ko] 9to]| Argst A _ - -
slogical study in|  A@Ee Z 2003- | 1517374 Al RsiE2] | 50-69MQ] SEXIOIAf @EH|7F 1.14(95% AlZ[77H 1.08-1.20)2.
taly o1z cist HlolE] 2005 o9} 22 59| Evgmvjsl LX_HIH 1.21(95% i&il?’i 1.18, 1.?3)9";%. ] ] )
(2000) PR ——— HAE CHHES EX|AE| AEEIZ 852 SIXt & 3/40| 1X} G2 AZoI¥D, Aty |zate| 2

SHEMCE mefel | 0] =2 BKI0IM coverage?t ofZh &/US.
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XEXMSH M2 | MAHRITS XIEMSHHE 22 222 1997 5%0M 1999 8%= &

Growth in Use of BIXto| =8t 7kat
Lipid-lowering  [2271 FollM 2EE XIEIM SR SRR QIR HEEAZEOLL fI>IXe] 7IF0| U= 2XIoAS] KRS XMEE
Therapies: Are | Managed care2|| 1997- B0 JAL 22 22 19973 17%0IlAM 1999 21%2 Z7}Et

We Targeting the| administrative 1999 AR Sixt TARIT S KRS | ST7|12kSet || 1-62| &Xlre 34%S716IR, Rz 2tXie
Right Patients? CIO[E{H|0]A MUY= = 67%E7 IS,

(2002) el _Tl I 7tem2] 1-2= 2%t ot 22 ExkzE Qlnlg.

O [
IFRIXPE = el | nREIES] X2EE2 2FH|l= M-S0 Hlsh RSt =X ¥




==M= A= A7zt Aot BAHLIE At
KR GHHIMUEE
K| EXGHHAMEX & oto
Asipist gxo| | 1T
AAEE HS}
Trends in the 199732 E 20033 7HX| TEHIO[EF} 71E Ho| MUE XEXIMFS.
use of nbNE=Esnl 1997EEE| 2003 7IX| X|&AXSHH = AEIEIS] AFREE0| 20.8%01A
lipid-lowering . daEE O|E80|E, AELE | 69.0%2 3 S71e.
National Health _ _ - _
drugs by | 1997 SAlof zm Lo, Z2RE, OiE SH=ERHO| MAEEZ0| 97% O|MCE =EeH XMUESHCH 0iR
nsurance - _
outpatients with Res N 2003 U= 8t & SHEAX A2 =U2.
esearc
diabetes in Hl0|E{#[0]A A7 |Z+Set HZIHHE XENsIM & DEY0|ET CHRIEE MAEDT QJUSLE X2 AEIEIQ|
Taiwan, o AEXMSIME |tE/SEeE MUEE| MUES0| A S76INCH, AEME SoAE Alefo| XHE0| =2 A
1997-2003 g2 Mol o= LIEIHS.
(2007) HREQ| 8Pt HERQHE FXlot US.
Adherence to Managed care Managed
Statin Thera diabetes care
by , MPR MPRO| LHAOIlA OIAECH ROI5HA| £AS(0.75 vs. 0.66).
and LDL programoi| SE& diabetes _ - ) ) L
MPRO|| & & 44%2| X7t LDL ZS|AHZE +XIE 100 mg/dl O|st2 RZHF=0l 83
Cholesterol Goal NS programoi| _ _ _
) _ ) 2001- LDL==X|, LDLEHEEY | Si(Ed 52%, o4 37%).
Attainment by | ZX|[&@5o=Z Ql5 SEE A B ; =
) ) _ _ 2002 _ o= MPRZt LDL ZHAEE x| Afolo] =2 MEEATE oetzis
Patients With NS RCIN| IXgse=z
. = oy - AEIEIQHH|ZE LDL | (P<0.001).
Diabetes and Chet 2l X|=E= 2%|9F MPR MPRO| 0.8=2Ct £ mff X|2432| 7ks40| ZA S7tet
Dyslipidemia | 2F2X{4C{[O|E{H|O] SR} B . = 352 /I5S S7tel
(2005) A . 653H
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==M= NI bl bds Hrohad BAMLE Zut
Secondary National Hospital
Prevention in a Discharge HES E= 2%} otS Bxjo=z
e | oo | 1007 | om o | FHSS cESl | HEE dxie] 415, UneEE Enic] kel AEE AIBSINE
Study of Patients” National 2006 | ElRSt ARE Ar-g%r_g 2 23, 49| A5HS Med Ef/g(46‘i/c>)0| ngSA%)O" HioH BRAS. B}
Purchase of Prescribed Drug 18K] O[AL E|get ';JEOH et | AEHE ARZQ] B7I2 HH XIEXSHHSl AFZ0| AAIgXeR BIteh
Recommended Register 017,902 =4
Drugs (2009) ElgI=1 [ ES
Statin treatment Vitamin 7to|=21Rlol| E ST & 27%7F D02
and adherence Intervention for X|2CiAe| ASURet D] 10| LEFStAte| AEMEl ALgat 2EUA
to national SIHMEES AEIEANEEE =3
Stroke 1996~ _ n - _
cholesterol Prevention (VISP)| 2003 Bixt LESERIS 7H|—Hj—f Elff 0|=0A &St _AEHEl ALE0| HIHSINS
guidelines after study 1 2,804 II’S.T!%E—E-E R =T N el 1/3_EfOI _ATPIIQ_I EEAESE SHE OIS
ischemic stroke HOIEIHIOLA LIEESRIe] AEEl | Huto| ol DET Pt EEXEsSEL =1 =X R3S
(2006) AL #EE 2921 | o= 7ol AEEIES AESHA| U2,
HSURFS | DS AHE 2B
= 1074 Zat sht X|2et=e| e | ATPII XI=X|Eol o A=Az Xl & DL SAHE
it lle] 20 1074 2 200314 ol&< U2, ATPII 130mg/dL O|AfQl &Xt = 15%7} AUSXZS &K 1 US.
HSHEISIKLO| ojms|= 122-2004 | 2=340f| 50% X|2X|Eo EK2t 7|IM EEXESEL] S010| 7SS A & 51%7t AzSEE PaEh
IEYAHERS H 38 | OlMo| RRE | USKIE MAL & | AEE XMAER 2SR SN0 X0|7t UR=Ol, MHIAEIE OFEH}
X|2 3 (2005) 42, MEE A= XBRE Hh= | AHE| TRHIAEIE £02 =2 SNES He.
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sixt = ol TEer QB o 0|l sl
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Jf. Raymond et al. A Population-based analysis of statin utilization
in British Columbia (2007)

m 1996d-2004'9 F2UQ British columbia 9 AdSXYXtzelr AUFXPEXgE °|
S61¢ 1, 1999-2004'1 FO 211,964 AQU0| AEIES X XHyurore,

w A, MYFHHXY, 9L, AN ILE, §TE, YA AE TEQHEL/MHA

) 2EEAE9] incidence?t, AT, Y, ARFHEXA, X0 UE A&

A9l prevalenceg MY, JYPdHdEE(Ischemic Heart Disease,

IHD), B&'¥, °l2f 3% HYAXN(LXEHUTE, UL, Z4FUIAT)
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o 00 10
YE UXE DYHUZOZ FU.

J|jooH p
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OF AEFEl Af89| incidence®t prevalence BF A|HEXHo=z2 FIIo}
VoW, APYHZ = 65M-84M1 GHAM 17 QIO ArGEs NCR2 YEY.

m APO| BN E X[QfQF AEFH AR89l prevalencezto] F&/gol iU, W2 Al
HH XAHE 71T A MM 2EEH ArE9  incidence?l © =%3.

wAHEHOZ OfEHIAEIH, MHFAEIE LefHEAEFEIO] AfRO| FIISIFOH, FZHL
AEE, ZHAEEIO ArZ2 ZASIRAL, M EHUIAEIE HA| HE £E2 F
MrisR

n 22 AETE ARGXIQ] 60.2%°0M w2 HEHA HEAQUCl UeL=Z A3 T

o HAECH HYo|UTd ¥ & AS. MELR AEE AGXl 39.8%0ME A

ALg olololl gt IHXIETIL FEOPX| ¥ HOF UErd.

re

rm

Lt. Aronow et al. Prevalence of cardiovascular comorbidities and
utilization of evidence-based treatment strategies among statin

users in a Medicare and commercial health plan (2009)
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= 20043 4¥HEH 20063 3YMNX[Q Medicare Advantage® %EX% H|o|f
Ho|A2t commercial US health plan? %EX% H|O|EH|O|AE Apgot
m MY Medicare U4Xt 21.7%, Commercial health plan G’%X}

=
2
8.8%071 A FU 1 O AEES ApEorL, AEE ARX F LT

of

2

Het(Coronary Heart Disease, CHD)Y MgFWEI0| F3ote HE
(CHD risk equivalent)? AMEe £&2 Medicare WXt 62.4%,
Commercial health plan %Xt & 41.8%°|%&.

» Medicare AEE ARgX[] 20%2 Commercial health plan AEtE AfgXt
9] 10.3%7t FAUUIIFO| UYL, WHFUTU/HHUFTOl AU FLe 2
24.1%, 30.0%%3.

w GiEEO AETE ARGXPIL HEUA HY HEUQQUO|Y WFURLLS X|2517] ot

b A

e AU A

o mA

Ct. Larsen et al. Lack of adherence to lipid-lowering drug treatment.
A comparison of utilization patterns in defined populations in
Funen, Denmark and Bologna, Italy (2000)

= O|Ef2|oret GiOra o X|HX{OIN| A2 XfoIE HI| 3l 1994WHH 1996
IX| diof39] Odense Pharmacoepidemiologic GIOIE{H|O|AQF o|Ef2|oto)
Emilia Romagna Health Authority HIO|E{H|O|AE HAXIEE A

m X|Goj| mME FX|FE AHZAE DDDs, AFE, AAIEE MUY, XEXOHAG
X&) ojxlz 22 2 2MoAH. 359 I|EL2 82%2 .

m AI1E FQ O|FE Ot Bologna X|HOM= X|EXIH| LH|9F DDD ?|ZEL2
41% F2I5I¥1, FunenX¥oME 129%%F?I%. BolognaX|€°|Ai= 1,000
B HFX F AU XEXIHALEO prevalence?t A7|Fe 1,00089 A
FX F 36.9%°M 46.3%2 F2I0I¥R11, FunenX|FoM= 3.2F°IM 6.6 2
2 371d.

= Bologna X|H9 X|EXSIH AGXtQ 48%2 FunenX|HQ| X|ZXS[N| ArZXio|
91%7? 28 Ol XIEXIIN| MYZ X|LXOo2 wory, A2 7%, 45%9 X|H

XoH| ALt J|ZOle] £SES SOt FunenX|olN FI|ZH XK o}
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7t. Ko et al. Lipid-lowering therapy with statins in high-risk elderly
patients (2004)

m The Geriatric Ontario Longitudinal Database (GOLD)® %2 Health
care administrative databasesE GAoI%, HEEH HHOIL Fr'FHo AU
= 66M| o)¢9 AXE ARhEe=E .
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L. Fitzgerald et al. Lipid goal achievement and trends in
lipid-lowering therapy in veterans undergoing carotid
endarterectomy (2009)

= 1995-20054 FOF % FMUY9rEXY|& (carotid endarterectomy, CEA)2 W2
E|9FQUS HHoE AEY AN DL SHEEYY FF2 Iy,

= Connecticut Veterans' Affairs (VA) %¢9| X888 ©|80%1, AU F

298%FC2, O|°| T3t 3099 CEAMES of¥W, B FXHAZ IRH2 4.149|
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2. P LDL 4X& 19974 105mg/dI°lX 20074 90mg/dIZ %
L £X| @Al 53mg/dI°IM 38mg/dI2 ZAGHRS.

o1 FU, CEAMES B2 #X(S9 AEE Argo| FIftRed,

3.2.2.3 HEA HEY 1X, 2% AYIHORE ArGEHE XEXOHY
ki |

7f. Poluzzi et al. Adherence to statin therapy and patients’
cardiovascular risk: a pharmacoepidemiological study in Italy
(2008)

= 2005-2006'4°|| Health Authority of Emilia Romagna® H3H*3 f|o|g
E 0|01 uHroI} XYt AEtEIN MEBAEH gl AME=e 2o ot
HIo|HE 3t, 20059 1-2o| AEHS W2 #UXQ 2003-20054<Y H
YA 2 FUTE XN=E AH0 A3,

= 20054 1-2¥ FQ AEHZ 1HOIZtE Ao ARYE AOYSoZ o

m AERIO] XY GO ME AEMH Tif(activity) coverage®ll WO meigt.
- Bl(activity): 2EfH 8Ol LDLFXIE 30%°I5t2 LUAAI|H lower

activity, 30% ©Pd°IH higher-activity2 F2¥.

H 32, LDL-C &4 =10 mE statin RS (2 : mg/dl)
Statin Lower activity Higher activity
(c-LDL ¢ 30%) (c-LDL ) 30%)

Simvastatin 10 20, 40, 80

Lovastatin 20 40, 80
Pravastatin 10, 20, 40 -

Fluvastatin 20, 40 80
Atorvastatin 10, 20, 40, 80
Rosuvastatin 10, 20, 40

Ezetomibe + Simvastatin 10, 20, 40

Xt=2¢ : Poluzzi et al, 2008
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n AELEl AL§9| coverage OIH9f ARQIOT AY, MW, NMHTy| At

=
S oorg, NEBATY ¥, ANIY §F SO WIS uF 2XAY
o

= SE 151,737% ¥X F 90%7F EIF FU 1¥ o ARHIS AR,
O] &Xto| M2 coveraget 46%%S.

w1Xf PR ARH FLE WEFCE & O, 2% oYS SHOE Agos &Xt
%X coverage? 2ZXH|E= 1.19(95% XEF12F 1.16-1.22)Y.

U ArRotE HYUA X|gEH|Q o TEt coverage? QZXH|E MEY. ARH
OF ARgeH UXE HEFHCE W U 3-4FFY HEHA ASS A3t @XM
QEH|E 2.77(95% AP 2.66-2.89)% 2.

w2 OYIHOE ARHZ AGY W wIr § 2 A0 WY Grel, AEE
= T2 X F 3/4°] 1X YR ArEOrUS. HEHAIEA {Ho| =2 ¢

Xtof| M coverage?f 242t =%
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L. Dubois et al. Growth in use of lipid-lowering therapies: Are we
targeting the right patients? (2002)

= 1997-19999 FO, 227 FoM BXEH Managed care? administrative
HIO|E{H|O|AE ©|Zdtq AEH, HEYHOIE, FFUH|AHA|, u7t3, Yo, T2
82, 718 XDUXOIY S XEXOINIE 1H o NP2 UXE mory.

m National Cholesterol Education Program (NCEP) Adult Treatment
Panel 111 o] HEUA HY J|ES X0 HEHA HEy HHAX| T=p A
T2 orell Bol 691 AFD K=o it 2%t Z1&=X @2 1’0 18 § F
7 AELE Ys.
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Table. Health Plan Populations With Documented Cardiovascular Disease or Risk Factors by Category

Category 1997 1999

Category 1: Patients who have had cardiac events and/or coronary interventional procedures 6908 (3%) 11953 (4%)

Category 2: Patients with cardiovascular disease (eg, angina pectoris, cerebrovascular disease, 44317 (20%) 65 086 (22%)
peripheral vascular disease)

Category 3: Patients with diabetes 33 803 (15%) 44 858 (15%)

Category 4: Patients with 2 or more risk factors (ie, hypertension, tobacco use, obesity) or 73 642 (33%) 103 462 (34%,)
age risk factor® plus 1 risk factor

Category 5: Patients with 1 risk factor (ie, hypertension, tobacco use, obesity) or 57 438 (26%) 65 621 (22%)
age risk factor*

Category 6: Patients with only hypercholesterolemia/ hyperlipidemia diagnosis 8772 (4%) 9367 (3%)

Total: All patients with evidence of documented cardiovascular risk factors or 224 880 (100%) 300 347 (100%)

cardiovascular disease

Values are number {percentage).
*Men aged 45 years or older; women aged 55 years or older.
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1 17%°1M 19994 21%= F7IY.

TIRFA FtE1E 1-69 #Xf+E 224,880%°M 300, 347BLE 34%
IotR, XU eUXpE 39,487F0M 65,945%22 67% FI0IUS
HHIEQA FIE1 1-2& 2XF Y2 ol HMEE2 SXFC2 ERY = UL
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Jf. Chiang et al. Trends in the use of lipid-lowering drugs by
outpatients with diabetes in Taiwan, 1997-2003 (2007)
= 1997HEE 2003W7X| 4{ote] National Health Insurance Research
DatabaseE °l80t% <3 ThPYAXE WHOZ X|ZXIH| A 3PS
ARt AX[EF I T HUHO| UL, IXYFXgE Y2 FAUC=Y.
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StHIF AEfEHO| AMEEEC] 20.8%°1M 69.0%Z2 I F2MY. UiE =¥
HYEE0 97% OIFLE SYURY MYESHY e =U3.

m XYY T MEYHOIEI} HHIEZ MEEHD ARL
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Lt. Parris et al. Adherence to statin therapy and LDL cholesterol goal
attainment by patients with diabetes and Dyslipidemia (2005)

= 20019 1¥8E 2002'd 12¥€MX| Managed care diabetes program® &
EEH AT F AXYFOZ QA% X 2 AXo| Gight pharmacy claims data

= OI_Q.U'
= o o-

o

n DL FHYHY(Q00mg/dNBELF 9¥9 medication possession ratio
(MPR)Z 24¢.

= 653%9 &xXt FM ZY [ MPROl H%UM APEH [P =U1(0.75
vs. 0.66), 44%29 X7t LDL EYAHE $XI& 100 mg/dl °3t2 WFe
g 458 (E8 52%, 98 37%).

= MPR1t E% LDL #X| Afo|o| =2 JoaA7r MofsUd (P<0.001), MPRO|
0.824 2 W X459 ZIs/d°l I F7IE.

w AEPEIO] DL £XI§ R0 2aXQA 4o|X|W, DL SBE 24%=Hl= °fF
20 2. AXEFY FhYol Us XM AEHE Xg&F=IF LDL SHAH

E FESEY AT UHO| U= N2 UHHZ. FF Xt Uz A X=5HY

Aol =80 & Y.
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3.2.2.5. HEF #XIM XEXOHH MY

7t. Wettermark et al. Secondary prevention in a large stroke
population. A study of patients’ purchase of recommended drugs
(2009)
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= The National Hospital Discharge Register®lX 1997d-200549 ¢ &
Z%(ICD-10 code, 163.0-163.9)°|4 AU/YEFT (G45.9)2=% UH ¥ F
o ArE AT YL E MY,

TUd°l 2005-2006 FU 2% ogE ASH 0N 2J%FFEZ  National
Prescribed Drug Register HIO[E{H|O]AQfO] AHAH|= motet

w ARAFLS 18N Ofe2 HA| 17,902%0IF L, O[S0 Argot 2% o2 ¢fsf
FHEE %429 MBS S AP, Y, =W 90 oy EME

w L EF U 41%, YRGHET UX2| 39% 0| AEIEIZ Ao, AEH
2 A39t 878(46%)°1 o8 (34%)°l HItH TUS. AEE AgQ FII2 XN
SHH|2] AfgOl MAIBHOZE FIIY.

18

]
r2

nX|Y 109 5O HEF, URYOUFOR UUNH WXO|M 23t oyoT e of
HZ2o| AFSEZON, HY ¥ XSS ¥ & US. OIXT, AGH HGH wxt

olo] IE FO|7| Yol 2%t oIS U FBALEOl BT FHEOOF .

Lf. Ovbiagele et al. Statin treatment and adherence to national
cholesterol guidelines after ischemic stroke (2006)

® Vitamin Intervention for Stroke Prevention (VISP) study database
€ °|84%¥. Vitamin Intervention for Stroke Prevention (VISP)Z2 H7|#
(O1= 4591, HYY107H), °lF=2Id, FEHAUUTE UGPSR, HEHQIO IRl
HEF Xt Lo UjXz FES W2l Aol EAE M.

= 1996-20039° HEP=EFS FUU MESS AFAUHL2E oW, ATPIY 7|
ZO| o YUY FFUUYNENS, J|E HAgHUTA AXE VY
2OE Y.

= 2,894%9 AF Ui T 27%7F LHEIACIUCH, g, W, OzoM 2HE
#xpol vl g0 EU3.

w O]Z0M BYE &X
401 |} =U3.

= DHFE #Xo 1/3U0| ATPIY UFX2sE SHE ZOAS(LDL ZHIAH|
£ 100 mg/dL °I9}).

m IHF XM LDL Z32HEC] 100 mg/dLOlddll: &9t

AMGOHX] Y= HlEo| Zuto ZY.
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3.2.2.6 Y XEXNOIY XYFY A+

o] DBHAHSUS X W (2005)

X

s

x1
=
20044 3¥

i
K
B

o)

=4 107

31LMX|

29N

= 200349 12¥

e

ol
Klo

Ly

K4
ol
o|p

= 22| ol A2 53Y oY 2y

OfLt OJAfe] HFUO| 50960140

Sl

SUXYE Z 3

o

of 2t

6% LDL 130mg/dL °4

.|
—

= ATPII X|ZX|ZO| T2 FZX|Z AP} &

o|o

A

wx| o

Xt F 15%7I o=k

RO, MHIAEIE, OFE

w ALGYH AR HHEE XSHEYEC| A Xl

HRAE(E] IautAs;

ol

ol

SX|2A| BF LDL BYAHSL 30% LAY

X

=
o

7%

£ AE

X|4HoZ BUEYol

m X|ZX]|

HAHEET XE HY (2006)

S
§ 20034 6¥MX| I I

Jo| 1
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= 20024 7

18N =4t 754 0199 EX} 500
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H 33. XX AME S &5 S Hlw

\W 1 2 3 4 5

Statins (very low) (low) (medium) (high) (very high)
Atovastatin - 5 10 20 40, 80
Simvastatin - 10 20 40 80
Pravastatin 5, 10 20 40 80 -
Fluvastatin 10, 20 40 80 - -
Rosuvastatin - - 10 - -
Lovastatin 10 20 - - -

potency=0 in case of gemfirozil, bezafibrate, fenofibrate, probucol regardless
A= dM S, 2006

s HA B2 5 369%(73.8%)0 HSUNX/HSUTL
oS

of its strength

AUAXF BQR0| o

 APCHYRLY 93.8067F X7| KBUMZ AEHIS NYWQLOU|, OfE 2utAEt

10mg, HYIAEE 20mgel 7P Tl MEERS. HA|

medium potency ©’d9 22 XYurZ.

g

Xte] 66%7t x7|9

 WN| WA F 41900 KB SEA YOS, HSULL/ATULY HQF,
£7|9%F29 potency® WUMAIIIX| ¥ FLRE POl BN FYL 5

"3 Polue DEBAAHSHF KB UYL LMY WA W WYt oo XL
X|Z SEA| O|YOIROD), X A0 HYRE IS A 4 AYS

o 2wy

(2008)

on

= 2001 1HE 20063 SEUMNX| HYU{FY ko YASFAHY 9
Xf 3 18M oI 80M Aol #XtZM, ARHE Xgo| FHE &Xf

0% o

=
m FOM, Xz T M AHY o HE XEFOL
g TS T 67HY Yol ¥F X2ReE FPoUeH

XEPOL ASXEE MEOH] B2 HXE HFL

Al
= ARG 5 2806014 FhES FUCID, 72%7 1

2
Yo| SUHY HE, XS 4X| @Y, SHEYYE W
H o= |
=

. AEE £ FH ¥ I GE ¥ SYAHFS Hoo| gt A4

mu
M
of
Mo
&
‘



" ¥F LDL =X B2 T MEAM ZoER+F |ASHH TMY.
m AEPE X|E F, NCEP-APT III Jto|E=tQlof o3¢t SH FHE2 84.3%Uc
H, 288 T ¥ X&Ho=2 72y AHY X THEW 3HE oHo XIE

£219| ofept WAED, NE SE YYEOl FAY

3 EYZF 5. AXWF XSH %S AL§ BIH(2001)
" DXPFOZ MWD 1097 1UNE 20009 12971 44 $ote| 7|2

=
3
AN 1 O TYH [MO| ISer WXt

-

I Iy HUS.

n DX®F XN AGY HEY, %S MY
SIS XNZHBE I,

" HAQ] 88.1%600M AEKEl AP OFBL MWWYL, DXWF S ool ¥§ %

= 283U ¥X= 88.6%%U 3.

=

r

o

H 34, DX[@F XN=A A2 Yol tist HEYE

oo

= sixfs mE ool BEE  HEE)™

without CHD or AVD & CHD risk factor

2 — LDL = 190mg/dI o 12 R 650

i r AVD HD risk factor
e ;HZD—? LDL 2&16COmg/dSI - 49 37 ! s 898
3 with CHD or AVD — LDL = 130mg/dl 25 19 3 3 88
4 TG » 1000mg/dl 21 3 18 0 100
5 TG = 200mg/dl & LDL 1,2,3 48* 36 7 5 89.6
6 HDL ¢ 35mg/dl & LDL 1,2,3 7 4 - 3 57.1

*48H & 6H2 TG=200mg/dl & HDL(35mg/dl, ** HEE(%) = (KEH02l)/2X 4100
A28 0 2FF S, 2001

n HA| AXE QYCR, DXEF XX A HEPS FIPIAZ W, 86.4%°
=l

M XMool 7103 mot

[ |
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H 35. IXIES X2 ASMEo| JA0IMS| HEE
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= Bxb Mg olel By HEE(%)™

TG ¢ 200mg/dl
a 1 -2 1.1
- OLS, HMG-CoA RI or CLS+HMG-Coa R~ 10 86 0 8

TG 200~400mg/dl
— GFB, HMG-CoA RI or GFB+HMG-CoA RI

7-3 TG ) 1000mg/dl — GFB 3 3 - 0 100
4 HDL ¢ 35mg/dl & TG ¢ 200mg/dI ] 1 B 0 100
— HMG-CoA RI
HDL | TG = 2 |
7.5 { 35mg/dl & TG 00mg/d 5 3 _ 3 50

— HMG-CoA Rl or GFB

7-29| olQl, 7-32 mMIQlSt 2 E=o| LDL 2 2 1,23 7iEg NSt
CLS: Cholestryramine, HMG-CoA RI: HMG-CoA reductase inhibitor, GFB: Gemfibrozil

A= =HF &, 2001

s FEMEO| ojx HMYELS TGUOl 200mg/dl UYLl UXIOIH 81.106%1 2
QNS A UK F 84.6%67 MBS,
A

EIRIS AMGQH #XOINM 1SN F2IHLRE AYHE 2 35.4%°% S0t

-
]
ol
rlo
=]

-
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FE

3.2.2.7 NN Auory ARt HmE

It X=X Argol AHEH ot

ofg] AFZMSONM AASHOZE XZXNIH|Q Atgo] F0te Y2 Hole A=
UErEE. IHYSe| British columbia®l YESXMYXEE 243 HR(Colette et al,
2007)°| T2W, 19962 E 2004'H 71X AELH ArE prevalencees 1.28%°M
6.59%=2 FIIoI¥}Y. AEHEH A incidence %Al 1999WHE  2004E7X|
0.29%°IM 0.49%%2 F2IStUCt. HOf3 et OOt M2 X[HXSHH| Xgof ojer A
H(Larsen et al, 2000)° 2|5tH, 1994AKE 1996ANX| O|E|otofME X|EK
StM| AH[7t DDD?IZEL2E 41% F2I0tQ1, YooM= 129%F2I0tAMH. O=<



Connecticut Veterans' Affairs hospitals® X128 ©°|83t A (Fitzgerald et
al, 2009)° T=M, FFUHYENES L2 AX M AHYH XHYFEE0| 19954
12%°M 200549 84%=2 FII0tAH. U132 Managed care administrative |
O|E|Ho|AE 0|28t AU (Dubois et al, 2002) ZUoME HH| QAR F X[EXOIX|

Hyere 220| 19974 5%°M 19994 8% FIIOHYL.

L. XEXoMY dudY MYES

XZXYOIY2l Gudd MYFLS Mot Ao s AEEO| G XZNOSIYED o
HIEE NMYEHE A € 5+ AUY. 429 National Health Insurance Research
HIo[E{Ho|AE ©]&%t AHPE(Chiang et al, 2007)° TE2H, DXEFY YuYS §
Aoj #OUe X XHXIH| MY 1997H%= MHUIYO|EQ HNYWEEO| 73%=E
QHIEE XYE|QOL XJos AEIEIOl 69%2 P HHIEE XYH Ho=Z YE
<. HIOf39F oS opof Mol XX S| xgo titht H(Larsen et al, 2000)%M =
OlEEof 1994H~1996'd FU XIXOINE ArgEH X 62.5%7F AEEHZ
ArEOIAoH, MEYOEE 33.0%2 XM ArZEUD, Z2 12 QoM A
EfEI0] 84.4%, TEYIOIEI} 9.3% ArZEHUS. IU ALZUZ HUFA 2RI
AP ARA(ZEHF T, 2001)0 2JvtH, 19971d~2000d UX[HFOZE TiThd
Xt 1767 5 88.1%°0M AETEHAEQ 4SS MYWAL, HEYOIEAES XY

o
W UXPIF 11%, SHAZOIUS MY AXPIF 1962 W2 YEHY.

r

rlo  Ju
o

O, A HEXM Xgo| MEY
AEE § XZXMOMY Argol XMEGo| tigh ARt Fol o[foiX|d Y=Y, 1 AFE
o] MEH YFX|UFE 2t T HEBAEHS M AFHTM L X|HX}
YEE0| R A= YUEET. EI AEHZ AGOIL Us WA FoM dEI
Y EE= o1 3%t HHAXIE ZIX|D UX| o XIEXIH| Argo| gt 227t F
SO 2 FLE Us Ae=E YUHEHNH. U2 Geriatric Ontario Longitudinal
Database (GOLD)Z ©°|43% A7 (Ko et al, 2004)° 2J3tH, 1998HEE 2001
U OPpX] MeE ol FuHol A= 66M oY BXM TN ARLGAFY
19.19% 0| 2X} YO 2 AEIEIZ XYUon MHAH|TE Yol X2, FU, =
202 FIIgo| mat MY &EO| 37.7%, 26.7%, 23.4%2F LAt O]
M Oo|FoIT MYoATEO|Y EAX| T X|EXIIN XHYEREZ A AR

(Dubois et al)ol T2, dgAAZAO|Y I HO| U= XM XY XY
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82 199749 17%% 1, 199990 21%2E FIIoIYOL} oMo XMYEEo| &
2 02 YEHT. Raymold $(2007)2 7ol G2W, 19999KE 200445t
British columbiadllX AEEZ MEH MYWS XL F 39.8%°M HEPHEH,
P, oY HEoHE YUK T J|F0| UUCDR AEfY Arg ojolof izt ATt

TEOX &2 A2=E YUEFH.
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1008WRE 3UTIIZ XAME IUAFFYZAL ZH| ot ot30Ie| 3 AR
£3 LDL ZAHES YYEE 2 WePt g0, HDL BAAHEBL Y4 BF X4
Moz ZASE UOR UEWTH 20054 ZAIS JIXOE ¥ U FHXYS Heotn

=
£ 0j30) ujs ¥ 4XE Y

2007 EAPOIN Q2L 204 Ol 4I9| OIYXTYES QYUEL DEYAUSHSF
10.8%, DFYXWEF 17.3%, H-DUEXCH SZALHSUF 47.6%2 ZAEY

Ct. ol 2005\ ZYo| H[S FIM Ho|ct.

DEYAHSESO S|Py ML HEIFO| Y LUAR J|IYUEE A 2
3062 EAIEO], 0|2 AFAWo| Hjs| LOL 1990WH WRZ AT AT AL OF
HOZ ofyHcE.

X=Xy Fof Alof| uiQlof H[S{ OfA[ofQloflM 2*E9 BF FEII HUHCE =HE
ns

AMdo] EHFPEGE, °le AE UMY 4E +EHA BHE JFUXNYU CYP3A4*4
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4.1.2.2 X 2XOH| XY AHY

fouaby Bulpiogp||0) 2ADDYIDIH pasDg-3IUapIng |DUODN

U AFZWE QOHIY Ot 2T
bl =7} SHtElst OAL o|lz7 | S ESEST] 7|et
1999-2004 FHLtCE ChQf ChQf ChQf - 60.2% X718 Mut X2 01&
i 9 %I} AEHEIS
2004-2006 oj= Cror Cror Crot B B Medm;_are 21.7%, Hea;lth Plan 8.8%7} b
AMZstRL, 0| & Iz 242t 62.4%, 41.8%
=l O|EHZ|, HIOFFOA FX| AF=EF 41%, 129%S7t
1994-1996 i Cht ChQf ChQf - - KE™MU2 2kt 48%, 91%
/O[EH2|
3= 7%, 45%
AR G . ; A
_ ’ (o] (o] X H} 22X — —

1998-2001 FHLECH 2 ol ChQS Ch 2R =

ZSWLHEHEK|
1995-2005 oj= _ ChQf ChQf 19954 12% 20054 84% - SHEHE 2

= B2 BiXt

A RS 2X} olgt =& 90% _ o -
2005-2006 OlEHZ| oz dto Cht (RIRRE O|AO] A 46% - 1RO Mtz o =32

AT RS 2RI =X THRITE xMAYE2
1997-1999 o B CroF Cok

= = f 2 19973 17% 19994 21% 19973 5%, 19994 8%
Ctot OI=E0[ET} 7HE CHEIE A2
1997-2003 | CHTH S Chef ( gl;’i) - - AELEl AF2EE 208%0IM 69.0%
HERQH MURE 97%0[4




kl
izt

= =27t 4RIt O|A} ol=z7|at Xeg ESESPN 7|Et
Ex 2H(LDL 100mg/dl 0|3h
2001-2002 o| Chp CjoF Crot =M 52%, M 37%
= < < < MPR(Medication possession ratio)
=AM 0.75 o4A 0.66
&S/ U5 2Xtoflet =2

- A9|d| [m{el [m{el - -

1997-2005 AQH six el el HEE 41%, UTIASEE 39%
o= . Dol 1/30] EEX|EsE SEFAE(LDL

- SN ES Crok Crok _ _ >

1996 2003 /5’H|—|'|:f O‘I (=] |E$ ro ro 100mg/d| |3|')
S0 At
_ i P 2xfof I
2003-2004 o= 2=l - 2|zl 859 - XE2HEA 51%
T °
=2t7|, - _

2002-2003 St CHof Li=H| QU /AL AZ2EHEM 41%
002- o= & LHIW’ =/=x 93.8%7} £7| X|2UMZ AE}E
2001-2006 5t Cht Lt Axb - - XB22HAN 84.3%(AEIEl X|2ZF)
1997-2000 st ChQs CHoE Azt - 86.4% -

XILHOP M M A& FIPOHs MO, 23t oIS YUY XWO| FHOPY O|FOX|X| RoID UL XITDE YYEE 50%% =
IND YOh. FUAPE T2 3% UL FUOEZ O|TOIHOD, A MEBJe| PO 2KIFL IS MYSEO| FUNU

I, XZRE YO X
J|MOZ FHOIK| RYOD URE AJ| XZOPHT AEIHIS AHOID U HOD UEHITE

Axuaby BuljpiogDp]|o) 24DOYJ DAH pPaspg-IUdpPing [PUCIIDN
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4.2 OYXINYT YHTEXH Y WY

QoA AHEOETO] M| TN UABXIAS JHote] BIorn UCH I % Yy
NBXHL 2430 Uy Wy YA 9T @ 5 DS US| Y| o243t SK
SOl XoPt U FLOUs JIE YMTBXNE U2 HFY 4 Yt So| oWHTEFY
X|EXAO] IAR ALGEIE US| ARS0| MYUS UWOR ofnl YUk WS D 5

a
FAU HU WSHUEXHS YOt A2 HE2 oF2° UH. o9 FFH I7°IM °1%
o d

ALET UYTISXAL THLOIO] ALGOL ARISS AHEL U ¥ Q2 oYy
F UNTISXINC] Y WS WU 2 £22 F HOR AN, B AN AR
2op Yol OMXITBF UHTEX|AO| Toro] HESHHCL.

4.2.1.1. 4IILE2] O|YXUEUFT LYY U=XY

BT 29| O|YX|HET USTUEXHYZ H7IEE HARM 2006 IHESIACH,
I|ZO UAMXIZX|AZ OGE QopSo|X| of1 ATP Il (0]=2), European Society
of Cardiology (ESC, &d), Joint British Societies (JBS, ¥3)9 YU&XHZ
=79 FEH EXS WP IHE(adaptation)dtHTl §old ULk,

& SXH, WSFUHA U AHUE BIr Ao EHY F2 HUAX| FXF
(ethnicity) 3} X|& HYUAUXE ZFYAZ|D UL (E 36). 1= WsHTeo| AHS
HIrot7] ¥t Framingham Risk Score (FRS)E MI[E29| st EM2 120}

o £%oto] FEHUF UL HHE HAStD UTHE 37).

H 36. A7iE= AMTIZX|RIC]

rE

AEOHEISE =Q Q|B0IX}

- Total cholesterol = 6.2 mmol/L (240mg/dL) or LDL cholesterol = 4.1 mmol/L (160mg/dL)
- Cigarette smoking
Hypertension (BP = 140/90 mmHg or on anti-hypertensive medication)
- Low HDL cholesterol (¢ 1.0 mmol/L [40 mg/dL])
Family history of premature CHD (CHD in male first degree relative { 55 years;
CHD in female first-degree relative ( 65 years)
- Age (men = 45 years; women = 55 years)
Indian ethnicity
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I Nippon DATAS80, J-LIT% Z2
PHAALL MEGA, JELISE Z2 WHAIHAL Ano| 233D U (E 38).

2E A Lot S
- NIPPON DATA 80
- J-LIT - MEGA
- Hiroshima-Nagasaki Study - JELIS
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O Il¥YXt : Scottish Intercollegiate Guidelines Network (SIGN)
O gdx - 2007
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LEVELS OF EVIDENCE

1= High quality meta-analyses, systematic reviews of randomised controlled trials
(RCTs), or RCTs with a very low risk of hias

1~ Well conducted meta-analyses, systematic reviews of RCTs, or RCTs with a low
risk of bias

1- Meta-analyses, systematic reviews of RCTs, or RCTs with a high risk of hias

2=+ High gquality systematic reviews of case control or cohort studies

High gquality case control or cohort studies with a very low risk of confounding or
hias and a high probability that the relationship is causal

2+ Well conducted case control or cohort studies with a low risk of confounding or
hias and a moderate probability that the relationship is causal

2- Case control or cohort studies with a high risk of confounding or hbias
and a significant risk that the relationship is not causal

Non-analytic studies, eg case reports, case series

4 Expert opinion

GRADES OF RECOMMENDATION

MNote: The grade of recommendation relates to the strength of the evidence on which the
recommendation is based. It does not reflect the clinical importance of the recommendation.

At least one meta-analysis, systematic review of RCTs, or RCT rated as 1+
and directly applicable to the target population; or

A body of evidence consisting principally of studies rated as 1+, directly applicahle
to the target population, and demonstrating overall consistency of results

A body of evidence including studies rated as 2++, directly applicable to the target
population, and demonstrating overall consistency of results; or

Extrapolated evidence from studies rated as 1=~ or 1~

C A body of evidence including studies rated as 2+, directly applicable to the target
population and demonstrating overall consistency of results; or

Extrapolated evidence from studies rated as 2+~

Evidence level 3 or 4; or

Extrapolated evidence from studies rated as 2~

GOOD PRACTICE POINTS

| Recommended best practice based on the clinical experience of the guideline
development group
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Table 2.2 Grading the evidence statements!

Level of

evidence Type of evidence

1++ High-quality meta-analyses, systematic reviews of RCTs, or RCTs with a very low risk of
bias.

1+ Well-conducted meta-analyses, systematic reviews of RCTs, or RCTs with a low risk of bias.

1- Meta-analyses, systematic reviews of RCTs, or RCTs with a high risk of bias.*

24+ High-quality systematic reviews of case-control or cohort studies.
High-quality case-control or cohort studies with a very low risk of confounding, bias or
chance and a high probability that the relationship is causal.

2+ Well-conducted case-control or cohort studies with a low risk of confounding, bias or
chance and a moderate probability that the relationship is causal.

2- Case-control or cohort studies with a high risk of confounding, bias or chance and a
significant risk that the relationship is not causal.”

3 Non-analytic studies (for example case reports, case series).

4 Expert opinion, formal consensus.

*Studies with a level of evidence -’ are not used as a basis for making a recommendation.
RCT, randomised controlled trial
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- E4: Framingham cardiovascular risk score (1991)
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3. X|]g ZE (target) & ZSHX| (goal)

1) Y4 220 223 DAUZ (OIAE)

- TC<5 mmol/L (~193 mg/dl; audit level)

2) T2 9u
- WO S

# ADEE (), 2H4E ()

4. X2 AIF IIE
1) K& AXF 7|F - HER HASO UK %2
2) %BHE AIF I|E

© DYUZ - BE

@ HAUZ - FBHE OIX %2

# WILE (), 2H4E ()
.i

# dixZFE (), 2HAFE (@)
* Xg %=
1) Uxt 9% - simvastatin 40 mg

2) OIX} % - simvastatin 40 mglE A%t

— TC<4 mmol/L, LDL-C<2 mmol/LE ZUASIX| ¢tom gaF =7}

# ACS: higher intensity statin
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1.7.1  Primary prevention care pathway

A. Population: People aged 40 years or more

'B. Exclude people with: i

Atherosclerosis: acute coronary syndrome, angina, stroke, transient ischaemic attack, peripheral arterial
disease

Type 1 and 2 diabetes

Familial lipid disorders

Clotting disorders or other conditions and treatments known to be associated with increased CVD risk (e.g.
HIC patients on treatment)

People in whom preventive treatment for CVD may be jnappropriate

C. Prioritise those at greater than 20% CVD risk for formal risk assessment

Estimate prior CVD risk in people 40 years or more using Framingham and the persons pre-existing record
of risk factors or estimates if they are not recorded.

In practice populations rank CVD risk from highest to lowest and prioritise those at 20% risk or more for a
formal risk assessment starting with people at highest risk

v

D. Discuss the consequences and benefits of cardiovascular risk assessment
with the patient Discuss the process of formal risk assessment, the management options including
treatment and likely benefits or adverse effects. In those wishing to process formally assess CVD risk

}

F. Perform full formal CVD risk G. Risk modifiers
assessment South Asian Men
Smoking status Positive family history
E. . Blood pressure ( average 2 readings) SOf helac? d'?eaﬁe
Self presenting = Measure total and HDL cholesterol (non- —— TOCI3 Ceprivation

] Obesity
fasting sample adequate) Patient already on

treatment for BP,
Calculate 10 yr CVD risk using recently stopped

Framingham Modify risk where appropriate smoking

H. Advise all patients where appropriate
Smoking cessation

Anti-hypertensive treatment control BP <140/90mmHg
Diet and weight control, Physical activity

Alcohol reduction

I. CVD risk 20% or more
Present individualised risk and benefit scenarios for statin
treatment using both graphical and written formats

K. CVD risk < 20% Before starting drug treatment : fasting total cholesterol, HDL

cholesterol and triglycerides (if not already available)

Fasting blood glucose, Liver function tests, Renal function

Secondary causes of dyslipidaemia should be considered and excluded
before starting lipid therapy. This should include measurement

Reinforce lifestyle advice

of TSH.
v

J. Simvastatin 40mg

A lower dose or alternative preparation such as pravastatin may be
indicated as a result of clinical contraindications.

Repeat LFT within 3 months and at 1 year but not again unless clinically
indicated

- 101 -



1.7.2 Secondary prevention care pathway

inhibitors

Patients with established cardiovascular disease

Advise all patients where appropriate
Smoking cessation, Diet and weight control, Physical activity, Alcohol reduction

Discuss cardiovascular risks and management options including....
Statin treatment, Blood pressure control, Anti-platelet agents, Post Mi: Beta-blockers; ACE

{r

A. People with the following:

Angina, stroke, transient ischaemic episode, peripheral arterial disease or
other symptomatic atherosclerotic disease

.,

D: Patients with Acute
Coronary Syndrome
should be treated with
high intensity statin

A\j

B. Assessment should include

Smoking

Alcohol

Blood pressure

BMI

Fasting total cholesterol, HDL cholesterol and triglycerides
(if not already available)

Fasting blood glucose.

Liver function tests

Renal Function

Secondary causes of dyslipidaemia should be considered
and treated. This should include measurement of TSH.

v

C. Initiate treatment with simvastatin 40mg

A lower dose or alternative preparation may be
indicated as a result of clinical contraindications

If a level of total cholesterol of < 4mmol/l OR LDL
cholesterol of < 2mmol/l is not achieved on the initial
dose, increase to simvastatin 80mg or statin of similar
potency and acquisition cost.

h

E.Review Repeat LFT within 3 months and at 1 year but not again unless clinically indicated
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33. Ay "dsAH

O HYxt - Iy Mg 3t9]  (Canadian Cardiovascular Society)
d

O JH¥HEE - 2009
O UD4E ¥ 2A4E 28

Criteria used for evaluation of evidence

Recommendation grade

Class |

Evidence andf/or general agreement that a given diagnaostic procedure/treatment
Is beneficial, useful and effective

Class Il

Conflicting evidence and/or a divergence of opinion about the usefulness/efficacy
of the treatment

Class lla  Weight of evidence in favour
Class llb  Usefulnessfefficacy less well established
Class Il
Evidence that the treatment is not useful and in some cases may be harmful
Level of evidence

Level A

Data derived from multiple randomized clinical trials or meta-analysis
Level B

Data derived from a single randomized clinical trial or large nonrandomized studies
Level C

Consensus of opinion by experts and/or small studies, retrospective studies and
registries
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- =4 : Framingham risk score
(total CVD? Z3f¥#H=; NCEPQ FRSY H&)
: Reynolds risk score (option; ?IE81% hs-CRPE 1Y)

# HIAE (), 2HEE ()

2) HE: EF BTARE EF

& 9|
o
SDEE 1) 104 MEBIE HT <104
ssEolgz 1) 104 MEBEE ST 10~19%
982 1) 104 NEBEE IHT =204
2) SUZS Mg
3) fhEEel Yry
oo siYste Y 2AL (2M: ot @ EX )

2.The following individuals with diabetes should be
considered at high risk for CV events:
* Men aged >45 years, women aged >50 years
[Grade B, Level 2 (2)].
* Men <45 years and women <50 years with
>1 of the following [Grade D, Consensus]:

* Macrovascular disease (e.g. silent myocardial infarc-
tion or ischemia, evidence of peripheral arterial
disease, carotid arterial disease or cerebrovascular
disease)

* Microvascular disease (especially nephropathy and
retinopathy)

* Multple additional risk factors, especially with a
family history of premature coronary or cere-
brovascular disease in a first-degree relative

+» Extreme level of a single risk factor (e.g. LDL-C
>5.0 mmol/L, systolic BP >180 mm Hg)

* Duration of diabetes >15 years with age >30 years.

# HIALE (), 2HEE ()

3. X|lg =} (target) & ZHX| (goal)

1) X2 28
- Yxt Z2H: LDL-C, apoB (alternate target)
- O|X} EH: TC/HDL-C, non-HDL-C, apoB/apoAl, TG, hs-CRP
* TG210 mmol/L (—885 mg/dl) - ¥Xf SH: TG

2) X2 SEA

- ¢X SH XE SHA
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LDL-C x|& S EX| apoB X ESEX
R = LDL-C =50% &4~
ESE/EE  LDL-C<2.0 mmol/L (~77 mg/dl) apoB<0.80 g/L
or =50% &4
el LDL-C<2.0 mmol/L (~77 mg/dl) apoB<0.80 g/L

or =50% &4

LEE: HASEZE (), 2HFE A
=
K3

SEHEE, Mo ALEE (11a), 2HFE (A)

- O} S B X|g SHX

: TC/HDL-C<4.0, non-HDL-C<3.5 mmol/L (=135 mg/dl)

: apoB/apoAl1<0.80, TG<1.7 mmol/L(~150 mg/dl), hs-CRP<2.0 mg/L
# HAFFE (), 2HFZE ()

4. KB AR I|E
1) X2 AR IIE- EEZ HASO] UK %S

2) %BHE A 7|F

o2 X EAT 7|E

XNeldd LDL-C=5.0 mmol/L (~193 mg/dl)
TC/HDL-C>6.0

ER i s LDL-C=3.5 mmol/L (~135 mg/dl)
TC/HDL-C>5.0
hs-CRP>2.0 mg/L & (=XE>50M or 0 X}>40A)

T 2E &K}

IE: ALE (118), 2HFE A

- TCHDL-C 7IZ: B14E (lla), 2H4E (C)
- hs-CRP 7|Z: H14+Z (11a), 2H+Z (B)
# HMyed

- LDL-C 7IF: BI4E (
- TCHDL-C 7|%: ¥14ZE (IIb), 2H4E (©)

— 105 —
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TABLE 3
Target lipid levels
Primary targets
Risk level Initiate treatment if: LDL-C Alternate
High Consider treatment <2 mmol/L or apoB <0.80 g/L
CAD, PVD, in all patients z50% | LDL-C Class |, level A
atherosclerosis” Class |, level A
Most patients
with diabetes
FRS =20%
RRS =20%
Moderate LDOL-C 3.5 mmol/lL <2 mmol/L or apoB <0.80 g/L
FRS 10%-19% TC/HDL-C =5.0 250% | LDL-C Class lla, level A

hs-CRP >2 mg/L Class lla, level A
Men =50 years
Women =80 years
Family history and
hs-CRP modulates
risk (RRS)

Low

LDL-C 25.0 mmol/L  =50% | LDL-C

FRS <10% Class lla, level A

5.
1)

*

oEXlm FH A

Xg gif =4

&5: lipoprotein profile

AL AP Xlg ™, 6IHEOIT HAR, ofH| HFA
g dM

@=: AST/ALT, creatinine, CK

ZAL APl X|g ™, 6IHEOT HAL, ofN| HFA

X|g™ HA: €Y, TSH, apoB, apoAl X

# BALZE(), 2HEE O

— 106 —

{r

Jhu

A>uaby GuIDIOGD||07) IDIYIDIH PISDG-IIUIPINT |DUOIIDN



N\
=
o
N
(@]
£
o
N
) il o
e o0 H
~ g N o
w o or a0l
o € ~ 0 Rl 3 A
° S *_U 7l o Ho
° © 2 e = W
@© A T i) <0 >
O ¢ Y 42 F
Y— ! —_ [%5) %) .Ao D._
- L o 3 0l
° a) e oW Ik HH
W — s 2 W ow N @ |
Q2 olp - g = S & B T Ok ~
8 o8 o | B B W T T T w
o} = S W o o —
N ra m_ﬁ m B0 & o) |
c 5 ar o oF gz _ =~
o Ro g M Q o g R
: F 2r® SR I
- = r
iy = o - RN s _ 5 9 F
4 L e o8 L KU 3 - <13 4
- B 7 2Bk kDS < g -~ 3¢ =
o N 2l KK =3 ﬂ Ao v 2@ 1H TERL 0 4 i
ul NE of <F Mo Wy x £ & Is B 20 > o 9 oir
2 p—— Ko I T = = o ol £ = O oF ol 8 (o —
~ Z 0 o o[ g nE ~ s e .I
. 9 | Nogn SR Dk o o0z O g H H R
. A SR I TR G oor oo oor oF
X ~d °F .. B KH ® o B T ok O mort o - s Wroor "
= O KW iy WE s FE U P W B KK oo
o < ™ < = Ao 1 1 1 , OF - = — ¥ ol o K T
3 G K Rd oF oF OF R X
2 o o . o O Q S = M e Qo
e kF FEF A o N o _
_o ¢
H_w < O O O
o o

National Evidence-based Healthcare Collaborating Agency



{r

Jhu

LDL-C ® =

SEX|

TC A2 =ZEX
ML TC<5.0 mmol/L (~190 mg/dl)
DL TC<4.5 mmol/L (~175 mg/dl)

option
: TC<4.0 mmol/L (~155 mg/dl)

LDL-C<3.0 mmol/L (~115 mg/dl)

LDL-C<2.5 mmol/L (~100 mg/dl)
option
:LDL-C<2.0 mmol/L (~80 mg/dl)

- Xt 2E X|& 2EX| (TG, HDL-C)

* HDL-C<1.0 mmolAL (40mg/dl; !

R BELIE

), <1.2 mmolA (45 mg/dl; Cix)),

TG>1.7 mmolA (150mg/deiiM HEaat AH 57t

4. XZ NE I|F

=

1) X2 AE 7|E- GER YA UX| %4
2) %4BHE ME N|Z
Tz o= X EAIZ T|E
EEE ob2x|z maisirl o2
T fIEE Adh 3 ME QH Tolk:

2A SCORE risk7F 047 3| 5% oAt A<
> YaAZio| 23 DIYPH 22 JFE N
ol Ak AZ4of ME o X Al & X2 SHEX| 121510
=7 =X T AR vs ZE XA AEEl F0d(not clear)

= o= [=] o —
- DHEZ: GO HAMEX] %S
- MUY ASKNEE ABOX]| Y2
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In ALL cases, look for and manage all risk factors. Those with established CVD, diabetes
type 2 or type 1 with microalbuminuria, or with severe hyperlipidaemia are already at high
risk. For all other people, the SCORE charts can be used to estimate total risk

Established Diabetes Markedly raised SCORE risk = §% SCORE risk < 5%

CcvD R lipid levels

Dietary and exercise advice together with Lifestyle advice for 3 Lifestyle
attention to all risk factors comes first months, then reassess advice to

Aim to reduce total cholesterol to <4.5 SCORE and fasting lipids reduce tatal
mmoL/L (-175 mg/dL) or <4 mmoL/L cholesterol <5

(=155 me/dL) if feasible, and LDL- mmol/
cholesteral to <2.5 mmol/L (-100 mg/dL) Total (<190
or <2 mmoL/L (-80 me/dL) if feasible cholesterol arr:dlLD i
This will require statin treatment in SCORE risk BRI < oestfro] 15
many. Some recommend statins for all still > 5% P e g‘kmglzf (
CVD and most diabetic patients <3 mmoLiL and ng/dL)

regardless of baseline levels Scof’ oy ?a oﬂ:ﬁrj S

- dL
mq/dL}
" g/dL)

Treatment goals are not defined for HDL cholesterol and triglycerides, but HDLcholesterol
<1.0 mmoL/L (40 mg/dL) for men and <1.2 mmoL/L (45 mg/dL) for women and fasting

5. FEXE =Y A - HAMEX &

glo
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O JHYUX : HIIEE HAE (Ministry of Health, Singapore)
O LdE - 2006
O #dixZF % TH+ZE EF

Levels of evidence

Level Type of Evidence

Ia Evidence obtained from meta-analysis of randomised controlled
trials.

Ib Evidence obtained from at least one randomised controlled trial.

Ia Evidence obtained from at least one well-designed controlled

study without randomisation

ITb Evidence obtained from at least one other type of well-designed
quasi-experimental study.

11 Evidence obtained from well-designed non-experimental
descriptive studies, such as comparative studies, correlation
studies and case studies.

v Evidence obtained from expert committee reports or opinions
and/or clinical experiences of respected authorities.

Grades of recommendation

A Requires at least one randomised controlled trial as part
(evidence levels Ta, | of the body of literature of overall good quality and
Ib) consistency addressing the specific recommendation.
B Requires availability of well conducted clinical
(evidence levels ITa, | studies but no randomised clinical trials on the topic
[Ib, IIT) of recommendation.
C Requires evidence obtained from expert committee

(evidence level IV) | reports or opinions and/or clinical experiences of
respected authorities. Indicates absence of directly
applicable clinical studies of good quality.

GPP Recommended best practice based on the clinical
(good practice experience of the guideline development group.
points)

- 110 —
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X
1- ILI|_7IT'_'

Table 3 Classification of total, LDL and HDL
cholesterol and triglyceride levels

Total Cholesterol (mmol/L [mg/dL])

<5.2(200) Desirable
5.2-6.1(200-239) Borderline high
26.2 (240) High
<2.6 (100) Optimal
2.6-3.3 (100-129) Desirable
3.4-4.0 (130-159) Borderline high
4.1-4.8 (160-189) High
=49 (190) Very high

HDL Cholesterol (mmol/L [mg/dL])
< 1.0 (40) Low
1.0-1.5 (40-59) Desirable
= 1.6 (60) High
< 1.7 (150) Optimal
1.7-2.2 (150-199) Desirable
2.3-4.4 (200-399) High
24.5 (400) Very high

# Hi+E(CG), 2H+E ()

Xt
- WFUEAUXRL 2 HEo| Yol U= AR(CHD risk equivalents)
a

a —
DGk, FUFCHY HEn Uy, LREUUY, 28suS

Table4  Major risk factors for coronary heart disease*

Total cholesterol 2 6.2 mmol/L (240 mg/dL) or
LDL cholesterol = 4.1 mmol/L (160 mg/dL)

Cigarette smoking

Hypertension (BP = 140/90 mmHg or on anti-hypertensive
medication)

+  Low HDL cholesterol (< 1.0 mmol/L [ 40 mg/dL ])

Family history of premature CHD (CHD in male first degree
relative < 55 years; CHD in female first-degree relative < 65 years)

*  Age(men 2 45 years; women 2 55 years)

Indian ethnicity
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Framingham risk score modified by Singapore epidemiological data

TE o
ANeled 1) 104 ZHatso AT <10%
2) FLIEAX}E 0~17H
ZEZdd 1) 104 Zhatso ™ T 10~20%
e 1) 104 At /S =>20%
2) CHD & CHD risk equivalents
# HALE (), 2H4E ()

Figure 1 - The 3 Steps for Risk Stratification

Step 1
Identify individuals with:
(1) Established CHD
(2) CHD Risk Equivalents, defined as:
(a) Diabetes mellitus
(b) Atherosclerotic cerebrovascular disease, peripheral
artery disease or abdominal aortic aneurysm

Yes l\i(}

[ Step 2

| Count the Number of Risk Factors the
' individual has using Table 4 (page 20)

.

‘ =2 Risk Factors ‘ 0-1 Risk Fa

ctor

." Step 3
' Estimate the individual’s 10-Year
I CHD Risk Score using Tables 5 and 6
/ (pages 23-26)

e, I \

10-year CHD 10-year CHD 10-year CHD
Risk = 20% Risk 10-20% Risk < 10%

- 112 -
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3. X|g& |H (target) & =HX| (goal)

1) X8 28

- YUxt ZH: LDL-C

- O|xt Z2H: HDL-C, TG

# HAxFE (), 2H=FE ()

* TG>4.5 mmol/L (400 mg/dl) - Yxt 2H: TG
2) X|& SHEX| (goal)

= LDL-C HDL-C TG
SE e <160 mg/dl| =40 mg/dl <200 mg/d|
ST <130 mg/dl
= b <100 mg/dl

# MY, LDL-C<160 mg/l: #14ZF (C), 2AHEE (IV)
# FSEQHF, LDL-C<130 mgsdl: A14E (C), 2HLEE (V)
# 198, LDL-C<100 mgs/dl: H1$FE (A), oH+E (Ib)

# HDL-C240 mgz/l: Hid+F (C), &
# TG<200 mg/dl: #1$ZFE (GPP), 2AH*ZE ()

 ZNQUF (very high risk group)
- 9 TRPOE TULUAHY, o2 TE AHAXIIL A Us T
- optional goal: LDL-C<2.1 mmol/L (80 mg/dl)
# Hi=F (C), TH=FE (V)

4. KB AF I|E
1) X2 AF 7|Z - XB SEAY 5
2) FBAE Xt J|E - HEZ YAIEO UK YL

3) ASXE AR Y Y Q¥ A%y IR - BER XAE UK ¥S

5. GEXE X AAl

1) X2 i £

- ¥5: lipids
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36. M= A5AH

O %X} : National Heart, Lung, and Blood Institute
O JLHE - 2004 (2001)
O HixZE % 2HE EF

Type of Evidence

Category of Type Description of Type of Evidence
of Evidence

A Major randomized controlled clinical
trials (RCTs)

B Smaller RCTs and meta-analyses of
other clinical trials

C Observational and metabolic studies

D Clinical experience

Strength of Evidence

Category of Strength Description of Strength
of Evidence of Evidence
1 Very strong evidence
2 Moderately strong evidence
3 Strong trend

1. U=

Table I1.2-4. ATP 1ll Classification of Total Cholesterol and Table I1.3-1. Classification of Serum Triglycerides
LDL Cholesterol Triglyceride Category  ATP Il Levels ATP lll Levels
Total Cholesterol (mg/dL) LDL Cholesterol (mg/dL) Normal triglycerides <200 mg/dL <150 mg/dL

<100 Optimal Borderline-high 200-399 mg/dL 150-199 ma/dL

. ) triglycerides
<200 Desirable 100-129 | Near optimal/
above optimal High triglycerides 400-1000 mg/dL ~ 200-499 mg/dL

200-239 Borderline High 130-159 | Borderline High Very high triglycerides -1000 mg/dL =500 mg/dL
2240 High 160-189 | High

=190 Very High

Table 11.3-2. ATP Ill Classification of HDL Cholesterol
Serum HDL Cholesterol (mg/dL)

<40 mg/dL Low HDL cholesterol

=60 mg/dL High HDL cholesterol

# LDL-C: H14ZE (-), 2H$F (AL, B1, C1)
= (), 2= (C)
# HDL-C: ¥14ZE (-), 2H+E (C1)
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Table IL.4-2.

Primary Prevention: Risk Status Based on Presence of CHD
Risk Factors Other Than LDL Cholesterol

Positive Risk Factors
Age
Male: 245 years
Female: =55 years

Family history of premature CHD (definite myocardial infarction
or sudden death before 55 years of age in father or other male
first-degree relative, or before 65 years of age in mother or
other female first-degree relative)

Current cigarette smoking

Hypertension (2140/90 mmHg,* or on antihypertensive
medication)

Low HDL cholesterol (<40 mg/dL*)

Negative (protective) Risk Factort

High HDL cholesterol (=60 mg/dL)

@ 1049 BYFUTY UE It

- &3 Framingham risk score

# Age: H1EZE (), 2HEFE (CL)

# Gender: #iIFZEF (-), 2H+=E (CL)

# Family History: d1$Z& (), 2H$Z (C1)
# Current smoking: #i1%+F (-), 22+= (C1)
# HTN: Hd1A%+ZF (), 2H+E (A2, B1, C1)

# HDL-C: H1%ZF (-), 2H%+ZE (C1)

rl

r-I>I
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T2 Ao
Mol I elXxt 0~17H4
e k=i e olX =27 & 104 /& E<10%
S 1Y geAXt=270 & 104 ST 10~20%
e CHD or CHD risk equivalents

* CHD equivalents

off

WRey Mg (YAUUTY, 2

ol

LX)
- HYAUX229] & 109 HYE>20%

# WAAE (), HLE ()

3. X|g |H (target) & SEX| (goal)
1) XNg S8
- YUxXt ZH: LDL-C
- O|x} |H: Non-HDL-C
# LDL-C: Hi1%+ZF (-), 22=+F (A1, B1, C1)
# non-HDL-C: #idfZE (-), 24=E (C1)

2) X|g& FHEX| (goal)
- LDL-C X 2S5 HX|

T= LDL-C X =& |EX
el <160 mg/dl
R = <130 mg/dl
L 18T <130 mg/dl (option: <100 mg/dl)
Y <100 mg/dl (option: <70 mg/dl)

¥ XNYHR (very high risk group)

-r

1) G=9 F2 AHAXCl, TkE) ot
)

ol RHEX] g Mot £F9] YUK (°f, HAEE TH) S
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3) HMFFEY A HEUKXL
Cll, %8200 my/dl +HFHDL-C2130 mg/dl & HDL-C<40 ny/dl) St
4) g3UFUFTTE UX}
- favor LDL-C optional goal <70 mg/dl
- Non-HDL-C X|gSHX|: LDL-C X|g5HX|+30 mg/dI
# HAxZE (), 2HAFE ()
% TG2500 mg/dl - Yxt 2H: TG
# AdFE (-), 2H=E (CD)

4. X2 AF I|E
1) X2 A% J|Z- X2 SEAY FY

2) %SXZ AE I|F

T LDL-C 2= A =EAIZ 7|&
el =190 mg/dl (option: 160~189 mg/dl)
SSTREE =160 mg/d|
S 19EH =130 mg/dl (option: 100~129 mg/dl)
9 =100 mg/dl (option: <100 mg/dl)

TABLE 2. ATP Ill LDL-C Goals and Cutpoints for TLC and Drug Therapy in Different Risk Categories and Proposed Modifications
Based on Recent Clinical Trial Evidence

Risk Category LDL-C Goal Initiate TLC Consider Drug Therapy™

High risk: CHD* or CHD risk equivalentst <100 mg/dL =100 mg/dL# =100 mg/dLtt

(10-year risk >20%) (optional goal: <70 mg/dL| (<100 mg/dL: consider drug options)™
Moderately high risk: 2+ risk factors} <130 mg/dLY] =130 m/dL# =130 mg/dL

(10-year risk 10% to 20%)§8 (100~129 mg/dL; consider drug options)tt
Moderate risk: 2+ risk factorst (10-year <130 mg/dL =130 mg/dL =160 mg/dL

risk < 10%)§§

Lower nisk: 0-1 risk factor§ <160 mg/dL =160 mg/dL =190 mg/dL

(160-189 mgy/dL: LDL-lowering drug optional)
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5. ¥SXg FH A
1) Xg ayf FH
- %2: lipoprotein profile
- HA AT
D SEX|O| EEHX| ¢UZ W- 63 UH
D SEX|O| Yt o|¥- 4-61Y 7HA
# HiIFE(G), 2H*FE )
2) B4 g AM
- AST/ALT: ZAF AP| - X|g Mt X|g 123 §, o|¥ 1\H0C} XA
- CK: A AP| - X|g Mt 28 F4 U Aol AAL

# WILECE), 2ALE ()
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O Hext - PIXYFUFH o]
O HYEx - 2009

O HdxZE %
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1. AHI|E
=2 71& (mg/dl)
EEeAHE
== > 230
AR 200 ~ 229
PSS < 200
LDL ZAHE
== > 150
AA X 130 ~ 149
PSS 100 ~ 129
M < 100
HDL Sz AHZ
== < 40
=0 > 60
SN X gt
== > 200
AA X 150 ~ 199
oAt < 150

e
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@ F2 AHUX =+ B2t

H 3-2. IDL SAIAHIES H2IE =2 HUR}

k=L
$27]8 9 140 mmHe o)A Ei= o]7| @9 90 mmHg ©]4t
e FuEYgA B8

o HDL Ze|AEE (40 me/dL)

o 2

W5, FAA F @ 554 vla, ol 654 vlwel 4 TEU ATl ww
O
T

& o
S 1) AKX 0~174
ESZgR 1) flgelXt=27 & 104 &= <20%
= R 1) BASoH A 5}
2) A=UWAS ctxEpAs EREFZHF
3) Hixdd
4) 2gelXt=271 & 104 £/ & =>20%

3. X|]g ZE (target) & ZSHX| (goal)
1) X8 28

- AUXt 2H: LDL-C
- O|X} 2¥: Non-HDL-C
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2) X8 SHX|
T LDL-C A& J|HZX Non-HDL-C X2 =X
el <160 mg/dl <190 mg/dl
SSEgd <130 mg/dl <160 mg/dI
el <100 mg/dl <130 mg/dl
 Z0HUF (very high risk group)
- HEURY 19 +
1) %23 e F2 YURA(SY Tk U o
2) A% +FY B XEHY %= HE
(50 ALEE EA)°l U= W
3) HAFEZY o HEaol AS
4) s¥dFUSTIE

- LDL-C goal<70 mg/dl 1%
¥ TG2500 mg/dl - ¥X SH: TG

4. X8 MH IIE - BYSH HAEO UX %S

5. OfEXE M AAl
1) N8 B FH- HAE UK %S

2) Hx§ A

- AST/ALT: #Ar API- Xg 63 12F ¥,
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Appendix The customary ACC/AHA dlassifications I, Ma, Ib, and I and the corresponding
levels of evidence are used throughout the document.

Condirions 1—0[ Wl'llcb lI'ICIE iS C'V]d.CI'I.EC or gf]'ltf:'ll Gg[EEJTlEI'l[ [hﬁl a gj\"f]’l

Class T , ,
procedure or treatment is useful and effective.
Cr H Condirions FDr whlch rhcm .ls Conﬂicﬁng f\'i.dence ora d.il’\rl’gtnce D{ Dpinion
Fass .
about the usefulness/efficacy of a procedure or treatment.
Class a Weight of evidence/opinion is in favor of usefulness/cfficacy.
Class ITh Uscfulness/efficacy is less well established by evidence/opinion.
Class I Conditions for which there is evidence andfor general agreement thar the
Fass

P[EICCdLlFCl‘ll'l'EﬂUTlCI'l[ iS not LlSE‘EJIJ'CiECt‘l\'E C'I.I'Id in S0me CASCs may bc bC’IIJTlFLll

Level q?" Eoidence A

DCII‘ﬂ deri\'\ed {IDJT[ I'DLllijlC [ClDd.CI.ITliZCd clini.cal fl'i.[llS.

Level aff Evidence B

Data derived from a single randomized trial or nonrandomized sdies.

Level of Evidence C

Consensus opinion of experts.

Table 1. Diagnostic criteria for dyslipidemia (Serum sampled
after overnight fasting)

LDL-cholesterol
HDL-cholesterol
Triglycerides

140 mg/dL
<40 mg/dL
2150 mg/dL

# UlxF (), 2H+T ©)

rigt
~
ol
J

2248t DYUZ It
1 (ORI AR

B, TEFHEY (ZXAY UK LHHED)

o
@ LDL-CZ M2t 2 9IHQAUX FH A4t
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o, BYFUIY 15, H-HDL-C

2) HEk: &7 QRAR &R

- DY (4XR45H, OXR55M), DHY, FeE (UFSTO B
& (

<40mg/dl)

4
Jhu

7 el

2 xpof &k o &AL

Melee 1) LDL-C2 H|2lst S/ QIx
SSEelET 1) LDL-CS M <lh flEelx
- E 1) LDL-CZ M elst glglelx
2) Y, HZM, LEZUH

Ol xfofl 2t C AbX} 1) BAFEO R &K}

M= 07Y
2= 1~27H

£ 374 o4t

# HALE (), 2H+E B)
3. X|g& |H (target) & =ZHX| (goal)
1) X2 28

- UXt R H: LDL-C

- O|x} |H: HDL-C, TG

# HILE (1), 2HEE A

2) X|g SEX| (goal)

TE LDL-C HDL-C TG
U Rtof & CH AR}
ANeled <160 mg/dl >40 mg/d| <150 mg/dl
ZEER <140 mg/dl
Ry <120 mg/dl|
O| Rtofl & CH AKX} <100 mg/dl
# HEFE (D, 2HEZE (B)
4. X|g AE I|E
1) X& AME I|E- Xz SHXF Y
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2) GBXE A I|E- WER HAHO UK %S
3) YSXB AN M MY 29 A9 I

- axfolar: QUS| mat 3~67HY

- Olxfolly: MR UM ABAZ Xt

MNumber of major g 1 }_ 5 Sortnore
risk factors | I |
I I Jiig
Cat
egory [ (Low-risk group) ] [(Intermed iate-risk group)] [ (High-risk group) ]
¥

M, 2AH=E (B)

Serum lipid measurements®, history taking, physical examination, laboratory findings
|

'
Without history of coronary b
artery disease
(primary prevention)

'

+

artery disease

‘ ‘With history of coronary

(secondary prevention)

Evaluation of major risk factors other than LDL-C

+ Aging imale = 45 years, female = 55 years)

» Hypertension

+ Diabetes (including impaired glucose tolerance)
+ Smoking

« Family history of coronary artery disease

« Low HDL cholesterol (<40 mg/dL)

v

Determine lipid management goals** |

v ) ¥ ¥
Lifestyle modification Lifestyle
modification

Evaluate whether the goal is achieved
Consideration of drug therapy

Consideration of
drug therapy

Fig. 1. Therapeurtic strategics based on the categories and management goals

5. OBXE XX A4t
1) X2 & 58
42: TC, TG, HDL-C, LDL-C (ZI4h
- A AP

R 3g: )Y, 0% 3 g U

2) B8 HA
- I9158A AST/ALT/LDH/ALP/GGT/T-bilirubin
- MRS BA: AHAA, BUN/creatinine

- AL AL A 3T WY, OF 3 Y 2

—

# HIxFECG), 2HFE ()
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4.1.1. NIPPON DATA 80

1) A 24
- HY¥H AVE AR
2) ®Ixt
- 198049 A|t4E the National Survey on Circulatory Disorders?| X7[Xt=
E YUY M 477 WM FEZ HMAPE 300 XFo| HFOt= F 10,546% (H
Xt 4640%, %Xt: 5906%)2 304 o4 el
3) F9 WS £H

- ARIZAL

=a =}
- APl FH: FIF MR T (the National Vital Statistics) ©|€

CAD death

~159 160~ 180~ 200~ 220~ 240~ 260~
179 199 219 239 259 (mg/dL)

(Okamura T et al : Atherosclerosis, 190 : 216-223, 2007)
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=

6

|

o

0|

)

XXM X 7tol=2tel 27

FZYAHIEC|l 220 mg/dl O T, 160-179 mg/dI¥ Hj°of HI3l Z-FMELEO
QU AR ol 1.5Hf o FINIE= NIPPON DATA 80 A3t 2ol Z2AHd|
HAHIE 220 mg/diell 3liEdt= LDL-C 140 mg/dIiE 1-MTUEX|HUHZ A

=
=2
Y39 NWI|F02 ¥,

Okamura T, et al. The relationship between serum total cholesterol
and all-cause or cause-specific mortality in a 17.3-year study of a
Japanese cohort. Atherosclerosis 2007;190:216-23.

Teramoto T, et al. Diagnostic criteria for dyslipidemia. Executive
summary of Japan Atherosclerosis Society (JAS) guideline for
diagnosis and prevention of atherosclerotic cardiovascular diseases
for Japanese. J Atheroscler Thromb 2007;14:155-8.
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4.1.2. J-LIT

1) a+ 24
- WYY IAZE A7

2) ¥7r%t
- UE MAHO| 437 ®H 3| AZHE 1992~199340| SE
- I® JIE

: 35~70M EXfet 70MI DRl mIFF ofx}
: FSHAHE & 220 mg/dl oI

- 7)E
D 1Y oY 4AFMF, UEF
D MY YEF/HEF JI9E, TR o Yy, 4UU WA By

=

=20

- OFAM W
- o [

OF

of

L

o AF¥E Eols HE Y

- 8% 52,421 ¥ (¥XY: 47,294 F, OXf ¥ 5,127 B)
3) ¥ - simvastatin 5—~10 mg/d
4) XX

D OIXpE uX™
O,

M

7|2

x
- 64 SO £H (UXo|W: FF 5.44, oAty B 5.34)

5) Primary endpoint

J

o

- TYSWEY A FHNIY

7) 47 XY

- Banyu Pharmaceutical Co Ltd

8) 9 2
- X&% simvastatin LDL-C &2 2 27% LAY
- O|xtofgf FTEOM AUXtoyt AV EHD Wi FFWEI WHEO] HXOIH =2 (4.45

vs. 0.91 per 1,000 patient years).

- Yoy IVE
TC 240 mg/dl °%, LDL-C 160 mg/dl °%, TG 300 mg/dl °%¢
HDL-C 40 mg/dl OTof|A 2sMEL WAYO| HXO| FI1Y.

- ojxjoy ATE
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g/dl ©%¢, LDL-C 120 mg/dl °%, HDL-C 40 mg/dl OJ2toflA

m
BASURL Who| HXOPY FIHE.

- Mabuchi H, et al. Large scale cohort study of the relationship between

serum cholesterol concentration and coronary events with low-dose
simvastatin therapy in Japanese patients with hypercholesterolemia
and coronary heart disease - secondary prevention cohort study of the
Japan Lipid Intervention Trial (J-LIT)-. Cir J 2002;66:1096-100
Matsuzaki M, et al. Large scale cohort study of the relationship
between serum cholesterol concentration and coronary events with
low-dose  simvastatin  therapy in Japanese patients  with
hypercholesterolemia - primary prevention cohort study of the Japan
Lipid Intervention Trial (J-LIT)-. Cir J 2002;66:1087-95.

Matsuzawa Y, et al. Design and baseline characteristics of a cohort
study in Japanese patients with hypercholesterolemia: The Japan Lipid
Intervention Trial (J-LIT). Curr Ther Res Clin Exp 2000;61:219-43.
Koba S, Sasaki J. Treatment of hyperlipidemia from Japanese evidence.
J Atheroscler Thromb 2006;13:267-80.
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4.1.3. Hiroshima-Nagasaki Study

1) a7 47
- HYH AVE A7
2) A}
- UXIZE AT YUYt YALMFYHPITIONY 1058URE 2W FIIZ AYAX

Alggots YRAAFEA Aojors Fa

[

¥

°
: % 19,961% (dl=A|0f: @Xr 5,250%, °XI 8,648%; WIIA?|: EXt 2,706
¥, 9% 3,537%)
- O|F 1958~19604%| ?|MAUAIE W2 OidXt
: 16,738% (4% 6,444%, %% 10,294%)

- O1IF 1ML Aol HEFoIY H2BMFOl U= MESS MY

3) WAF/NDZFN B
- AEE, MB XA YE, NNE, AYFY WE, 4H 2

- AN YA
5) £2 2
- FBAAHS HEO UMD BATUTY AY-BY WYSY HDAUEI A M

- Kodama K, et al. Trend of coronary heart disease and its relationship
to risk factors in a Japanese population: a 26-year follow-up,
Hiroshima/Nagasaki Study. Jpn Circ J 1990;54:414-21.

- Koba S, Sasaki J. Treatment of hyperlipidemia from Japanese evidence.
J Atheroscler Thromb 2006;13:267-80.
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4.1.4. Okinawa Cohort Study

1) a7 43
L
2) 97 %

.l

vE a3

i T

M SEXE (1983W)d FYUIBM FEXE (1988~1991)E
mergedt® &4.

3) a7 XY
- U2 TNETH

4) 8 AL

- FEYAHEC 167 mg/dl °3el 2 (the lowest quartile)ofl H[® F S A
£9] 218 mg/dl °I%4Ql Z (the highest quartile)? Z4MI%A dragol of
1.

S8l 371 Ol NIPPON DATA 80 97 Zitet ol Ux|ots Zde

[«

a
- Ty, S, Y, WY, %42 24, lipid profile SO FAEX| oS,

=g 500

b
<< 2
Yo &
o= 4001
8
d:_)%‘ 2l men
o= 300 [0 women
23
c3
— =
28 200
=
5§
Eg 100
N

[l

“ o

range =167  168-191 192-217
mean 149.3 179.8 203.7
Serum cholesterol, mg/dL

5) du1z¥

- Wakugami K, et al. Relationship between serum cholesterol and the
risk of acute myocardial infarction in a screened cohort in Okinawa,
Japan. Jpn Circ J 1998;62:7-14.
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4.1.5. 3M Study

1) a+ 2
- IYM/HYH IATE A4
2) ®Ixt
- TYH AT (1994~1997)
D 417 EUOM 22X 133,099 F (EX 109,550 ¥, %%t 23,549 ¥)
- MYH ¢17 (1997~2000)
: 7671 EUHOIM 22X 257,440 F (X 207,310 %, %%t 50,130 )
- 65N O1g2 HE 71 YE KO HTUM A U U XPE 2AM M.

3) YT Ty AA FO

Table 1 Diagnostic Classification and Definitions of Coronary Events

Fatal
Fi:  Definite myocardial infarction
F2:  Possible coronary death
F4: Not myocardial infarction or coronary death
FO: Unclassifiable
Nonfatal
NF1: Definite myocardial infarction
NF2: Possible myocardial infarction
NF4: Not myocardial infarction

Definition 1: F1+ F2+F9+NF]
Definition 2: FI1+ F2+NF1
Definition 3: F1+F2+F9+NF[ +NF2

4) 97 X9
ol
=1

2 Adost oAf ¥y (the Japan Association of Occupational

Physicians)
- Banyu Pharmaceutical Co Ltd
5) =8 Z%
- 848 ZEXOIM YI2BM HHEZ 45418 JI¥LeR EFY.

- 654 0|3t oy 22Xl
- um gy 22Xt 43PN WHED XYE

6) H1E

re

- Hirobe K, et al. Morbidity of myocardial infarction multicenter study in

Japan (3M Study) - study design and event rates for myocardial
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infarction and coronary death by age category in Japanese workers -.
Circ J 2005;69:767-73.
- Teramoto T, et al. Women. J Atheroscler Thromb 2007;15:283-5.
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4.1.6. JACSS

National Evidence-based Healthca

1) A+t 24

2) Xt

X1
(=]

1280 AUE9 20 Q9 97 |HUORHE 1

ol _
=

- 20024 1
- px2

Xt 1925 ¥ (28~103Ml, B2

o

¥ 67.7x12.3M, X 1,353%, %X 572%)

+ AHE WO+ CK 28 Py A5

ire Collaborating Agency

)

=
=

2,279% (AFTUAME]

3) 2 ¥4 =

A

o WA/IIEY, DEY A

x|

njo

, HIE

A

B

o)

F

ol
Bl

Af:

4

s0

- A

D XENOH 58 + FE2LHE2220 mg/dl

L=

4y a3 x|

5) 2 AN

L O
- T

o QIHOIXIR LIERFOLL, OjX[ojl

=
PUIZYF

=1
[=]

XM=

Jo

olJ
Klo
Bu
U

| AH|

k

M

53

QIxp3t of

&0

H

o/

QI

AFO| HISEHOZ olof ol efAfol Fosop.

tHH
[= ]

Sex differences of risk factors for acute myocardial

- Kawano H, et al.

infarction in Japanese patients. Circ J 2006;70:513-7.

Women. J Atheroscler Thromb 2007;15:283-5.

- Teramoto T, et al.
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< - N

National Evidence-based Healthcare Collaborating Agency

F, LY HOY 7|y

Ki

|

>3]

B
Klo
MO
ol

), W AWFER (Y 24 mg/dl)

: AZEDAEZO|S WX AL

3,866%)

Cgxt: 7,832 % (H

X| =
°

MAIQ®¥ (NCEP step | diet) + pravastatin 10—~20

- M2 (3,966%):

mg/d
- HEZ (3,866%):

AMArQH (NCEP step | diet)

: Hd 5.34
5) Primary endpoint
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9)

Proportional reduction in event rate

o) MEGA Study

50 -
40
a0 -

20 LA

|
10 I
1

0.5 1.0 15 2.0
Reduction on LDL-C Lmmol/L)

_1|:|_

HUEH

- Mangaement of Elevated Cholesterol in the Primary Prevention Group of
Adult Japanese (MEGA) Study Group. Design and baseline
characteristics of a study of primary prevention of coronary events
with pravastatin among Japanese with mildly elevated cholesterol
levels. Circ J 2004;68:860-7.

- Nakamura H, et al. Primary prevention of cardiovascular disease with
pravastatin in Japan (MEGA Study): a prospective randomised
controlled trial. Lancet 2006;368:1155-63.

- Koba S, Sasaki J. Treatment of hyperlipidemia from Japanese evidence.
J Atheroscler Thromb 2006;13:267-80.

- Teramoto T, et al. Treatment-drug therapy. J Atheroscler Thromb

2008;15:167-78.
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4.2.2. JELIS

1) a4 24
- Prospective, randomised, open-label, blinded-endpoint evaluation
(PROBE)
2) ®Ixt
1996~1999° L& HHAM X|HArg] QAE FoH 2H

Table . Inclusion and exclusion criteria

Inclusion criteria
Hyper|ipic|emic patients with serum total cholesterol of 250 mg/dL or more
{Measurement of serum total cholesterol)

Serum fotal cholesterol should be measured twice at inferval of 2-4 weeks. A single measurement is acceptable if the cholesterol is measured

by bloed collection at Fclsting under strict comp|ic|nce with dielclry advice after withdrewal of the dntihyper“pemic drug.
(Wash Out)

The wash out period of 4 weeks (8 weeks for probucol) is necessary in patients under treatment with antihyperlipemic drug. However, if
treatment with the antihyperlipemic drug was started within & months of the initiation of the study, the patient can participate in the study
without the washout period.

Men aged 40-75 years or women after menopause to 75 years
Patients who have already received appropriate dietary advice
Exclusion criteria
Acute myocardial infarction occurring within last 6 months
Unstable angina pectoris
A history or complication of serious heart disease [(severe arrhythmia, heart failure, cardiac myopathy, valvular disease, congenital disease, efc.)
Receiving cardiovascular reconstruction within last 6 months
Cerebrovascular disorders occurring within last 6 months
Complication of serious hepatic disease or renal disease
Mr.||ignc|n| tumor
Uncontrollable diabetes
Hyperlipidemia arising from the following diseases:
Nephrotic syndrome, hypothyroidism, Cushing’s syndrome, secondary hyperlipidemia due to other disease
Hyperlipidemia due to some drugs such as steroid hormone
Hemorrage (hemophilia, capillary fragility, gastreintestinal ulcer, urinary fract hemorrhage, hemoplysis, vitreous hemorrhage, etc.)
Hemorrhagic diathesis
Hypersensitivity to the study drug fomulation
Patients intending to undergo surgery
Patients judged to be inappropriate by the physician in charge

- B J|E/MN O)E
- HF Ui4X: 18,6459 (HX2: 9,319%, AHZ: 9,326%)
. UKICIHTHARL (14,081%)-+OIXIY AR (3,664%)

=/
(9,326%): Statin + EPA 1,800 mg/d
= (9

,319%): Statin (pravastatin 10mg/d or simvastatin 5 mg/d)

5) Primary endpoint
- TR WHFTUEE AR

- (=] = A
D EAEAL XBR/HIXEY TP, 2U8Y duT, WEEY WHsE

6) Secondary endpoint
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7) 43 XY

- Mochida Pharmaceutical Co Ltd, Tokyo, Japan

- DEYAHSUFO| Y YUY stating HEOE AY WL} statindt EPA
1800 mgE UM SOIOIYS W, MHSUWHE| Ao 1906 AAGHS. Iy
2 2 2 AOTF UX| gof, MASUMY A U

uaby bulpioqp]jo) iDL pPasn(g-aduaping [PUCIIDN

M

L Salxo X o 210 X5l
LDL-CoHs SMQI Ct2 J|Hoj| o3t 202 AHE.
A B C
7 Control : 2 1204
= EPA i r
7
F 34 5 4 b 15
% ;/, /
E 24 ’ // 10
g‘ 1 > 057 ) =
' Hazard ratio: 0-81 (0-69-0-95) f Hazard ratio: 0-82 (0.63-1.06) i Hazard ratio: 0-81 (0-657-0-958)
o p=0.011 o p=0132 / p=0-048
0 T T T T T 0 T T T T J 0 T T T T )
0 1 2 3 4 5 0 1 2 3 4 5 ) 1 2 3 4 5
Years Years Years
Numbers at risk
Control group 9319 8931 8671 8433  B192 7958 7478 7204 7103 6841 6678 6508 1841 1727 1658 1592 1514 1450
Treatment group 9326 8929 8658 8389 8153 7924 7503 7210 7020 6823 6649 6482 1823 1719 1638 1566 1504 1442
a
9) S Eﬁ

- Yokoyama M, et al. Effects of eicosapentaenoic acid on major coronary
events in hypercholesterolemic patients (JELIS): a randomised
open-label, blinded endpoint analysis. Lancet 2007;369:1090-8.

- Yokoyama M, et al. Effects of eicosapentaenoic acid on cardiovascular
events in Japanese patients with hypercholesterolemia: rationale,
design, and baseline characteristics of the Japan EPA Lipid Intervention
Study (JELIS). Am Heart J 2003;146:613-20.
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4.2.3. KLIS

1) 97 4
- Prospective observational study
(RCTZ EA=RoY, T %ol M2 o|FoX|X] £&)

2) A1t
- 1990~19934°| Kyushu XI%9| 902%F9| oAt o) Fof B
- B I
M3 M, BYFY /UYYL TIYO YE FBYXHE2220 mg/did

S|

- AF Y4X: 5,640 (HZER: 2,579%, AH¥A: 3,061%)

- HF &M Ui8%: 3,853% (HEF: 1,634%F, H¥F: 2,219%)
3) HYI/UEZ

- M¥3: pravastatin 10-20mg/d

- HEF: YUY Xz (MM 2, &F, fibrate, nicotinic acid)
4) FXIIRL

¥o 54

5) Primary endpoint
- TYFUUL A
D KFE/HIKYE U2 EY

6) Secondary endpoint
- EFM

7) 9+ X
- Sankyo Co Ltd, Tokyo, Japan

8) F8 Zi
- pravastatin £29 JUAHT(vs HE)
: HYEM AMH (RR=0.86, 1-side P=0.23)
: &3M (RR=0.78, P=0.13),
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: PAS W AZ+5FM (RR=0.81, P=0.08)
- YO PAMSMAY U LHMo| 43t pravastatin] UXfelY T Gl HQO

2 OXZAH A4, A7 A% WM FEALIT HUZ XAHX|X| S22 A% A

9) duFd

- The Kyushu Lipid Intervention Study Group. Pravastatin use and risk of
coronary events and cerebral infarction in Japanese men with
moderate hypercholesterolemia: The Kyushu Lipid Intervention Study.
J Atheroscler Thromb 2000;7:110-21.

- The Kyushu Lipid Intervention Study Group. A coronary primary
intervention study of Japanese men: study design, implementation and
baseline data. The Kyushu Lipid Intervention Study Group.
Atheroscler Thromb 1996;3:95-104.

- Koba S, Sasaki J. Treatment of hyperlipidemia from Japanese evidence.
J Atheroscler Thromb 2006;13:267-80.
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4.2.4. PATE

1) A+ 24l
- Prospective randomised, open-labelled, blinded-endpoint study
2) Xt
- 1990~1991'd° 5271 2|&M =2H
- Y JIE
: FEYAHE 220~280 mg/dIel 60M °g ‘8

- UM 1=

re

: JtEY DBYAHSES, oY DIYAHSEF, U4 FY

- 83 4% 665 (BESTE: 3319, METZ: 334%)

3) BE8TE/M3TE

6) Secondary endpoint
- HI2BM+EHHT
7) A7 XA
- Sankyo K.K, Tokyo, Japan
8) 8 ZY

- BZSYIY MBI AU wyol XMEYIO Hsl  Kep W

M

Eh!
AL
glo

(P=0.0046, generalized Wilcoxon test; P=0.096, log-rank test).
- 60M O 1P LFYAHEUFT UXIZ YHOZ HIOZ YT HYX U4
H a4y,
9) HUEH
- Ito H, et al. A comparison of low versus standard dose pravastatin
therapy for the prevention of cardiovascular events in the elderly: the

pravastatin anti-atherosclerosis trial in the elderly (PATE). J Atheroscler
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Thromb 2001;8:33-44.

Ouchi Y, et al. Influences of age, sex, and LDL-C change on
cardiovascular risk reduction with pravastatin treatment in elderly
Japanese patients: a post hoc analysis of data from the pravastatin
anti-atherosclerosis trial in the elderly (PATE). Curr Ther Res Clin Exp
2006;67:241-56.
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4.2.5. MUSASHI-AMI

National Evidence-based Healthcare Collaborating Agenc

1) g+ 24

- Prospective randomized, open-label trial
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(6.1% vs. 11.4%, P=0.043)
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Figure 4. Kaplan-Meier estimates of the primary end point events of (A) combined primary end points, (B) congestive heart failure, and (C) unstable
angina.

9) Uz
- Sakamoto T, et al. Effects of early statin treatment on symptomatic
heart failure and ischemic events after acute myocardial infarction

in Japanese. Am J Cardiol 2006;97:1165-71.
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4.2.6. ESTABLISH

National Evidence-based Healthcare Collaborating Agency

1) a7 43

- Prospective open-label randomized, single center study

2) Xt

- 2001~2003'°]| LY
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- HiH 71E

Infj diseased bypass graft, recommended CABG

=1 0

: S2 M| KUK =g

- M¥HI (35%): atorvastatin 20 mg/d

: 6/1Y
5) Primary endpoint

6) Secondary endpoint

2SI wopg D AMAA A9 LDL-C
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Mean % change during 6 months
ro
=)

_30 |
Pe0.0080
-40 |+ |
P 0001
-50 |
O Atorvastatin
-60 | O Control

)

P<0.0001

Cholesterol and IVUS profile
Figure 1. Mean percent change in cholesterol and IVUS pro-
file during 6-month follow-up. Significant reduction in plaque
volume by atorvastatin administration is observed, with con-
current significant decrease in LDL-C level and increase in
lumen volume. In contrast, increase in plague volume is

observed in control subjects, with no concurrent significant
change in LDL-C level and decrease in lumen volume.

8) HuUFd
- Okazaki S, et al. Early statin treatment in patients with acute coronary
syndrome: Demonstration of the beneficial effect on atherosclerotic
lesions by serial volumetric intravascular ultrasound analysis during
half a year after coronary event: The ESTABLISH study. Circulation
2004;110:1061-8.
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4.2.7. J-STARS

1) 97 4
- Prospective randomized, open-label, trial
2) ®Ixt

. {- TS E=

A

1 45—~804M
DD HE-39 olYl Sy HEF (MUY MBF H)
OFR| Q1L Al U & OfUj HOHAAL Hf
$ BUAHE 55 180~240 mgy/d
- H )E
: TOAST £50l oo} T2 Qo) 2ot ojEy HEF
: AEPEIS ALGOfof Ot oy Mmet

- X
D EEY EY

A AR 3HY oY ¥AT £+X[<100,000/ul, AST/ALT2100 IU/L, Cr22.0

mg/dl

== 9%

98 F¥
3) M¥Y{g - Pravastatin
4) Primary endpoint

- Hun uy

5) Secondary endpoint

- TOAST 280 42 sjgy HEF ofy, s8N 455
- A2 FMe Euv gum uw
- MEl WY+ NEY Ty
- MBS AY, AHEE D 4y
6) 47 XY
o .
7) 78 2R

- 3N EHEFON Y%t pravastatin® ©OIXf oY mofof| Tfgt ALY,
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- HY MY F (20149 A FE %)
8) ¥uId
- Nomura E, et al. Clinical characteristics of first-ever atherothrombotic
infarction or lacunar infarction with hyperlipidemia (J-STARS-C): an
analysis of data from the stroke data bank of Japan. Intern Med
2005;44:1252-7.
- http://clinicaltrials.gov/show/NCT00221104
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