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atorvastatin +* fi

d - R4~ 821 Lop A o 3 ddp SR (Budinski 2009) 0 ic s LDL-C r’v’ﬂﬁfﬁ
B oomkhAE_R A E (pitavastatin 2 mg/day vs. atorvastatin 10 mg/day )

% & (pitavastatin 4 mg/day vs. atorvastatin 20 mg/day ) > = —*f TR E o @
HESHads 2 A g4 F25, 3 2 & BApiT o
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TApiT e

¥ gimvastatin vt #&

® - 4~ 857 *;1:}?3 AR 7 By T (0se 2009 ) > A % LDL-C g i + o
< %] & pitavastatin (2 mg/day) #& <#| & simvastatin (20 mg/day) % i - adjusted
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TR L ERh2 R BERRF AL BRI A R LA —gﬁw
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T2 =i o % 0 a2k o R PR % & RS 7o dicdy ﬁﬁ@%ﬂ
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-~ A iR RR[1~3]

JESENE ”*qm‘:ﬁ%ﬁéﬁﬁgﬁag°5§igﬁéﬁ
i R Fd B eIy o AT L RERI LET R B
Zf 0 A% 5 MR R g F-9  (low-density lipoprotein, LDL) ~ }g M }n
(high-density lipoprotein, HDL) = 2£ % < % & %5 30 (very-low-densﬂy
lipoprotein, VLDL) o % /& %3 3% 7 7 %8 60 %3] 70 "L FHfE > 3 B A& g
Bo7F AN 20 %) 30 %R 0 2EE KRR Py 9 7 F P 10 %3] 15 %
PERFEfo X N RERN Z FaH b g o AT MR R PG Y B F B b Sl AsE R R A
vo 2 iE- i %\vﬂ*fﬁ””r‘% B R R0 FT Rl PR 2 PERARE
SRR B W R MBS AR R AT T o

"% aa g (hyperlipidemia) Edp s i ¥ HPEFER  Z FH W 4 o TR

4/19



100CDRO2002 Livalo Tablets 2mg

BEe o gERagEs (1) BEEmLAE () YW g g (3) R A A
B mEzA B L F ML RORFIRS T ALRPBEBENS L4 (1)
BRAAELR e BB F 3 M o753 fan g (familial hyperlipidemia)
A R EEFL AR F R A KT 4 o (D) BEALF T e
THEEFM AR YR (R BB MBREA S ) b L sk
P (BB E’;}'L’«‘J]‘Lﬁﬁx?é BT FmE R o AR E ) Bl (FIRA o
A g IA A THAR  BEE S MEE) oL B ¥ (O
2% R R a_mﬁ@giﬁﬁ: £ # ) HrA cha T § K b T
e h e o

rﬁﬁﬂﬁlﬁJmhlﬂém&%W%k&‘ﬂ?i%}w%ﬂﬁ%&
TFER TR FERAMBE g TR AL RN A RV EFMRE =
pad g iEsa § oo

$ 45 Y EE 2 oz goH @ % ok B (& :mgdl)

Bl WEBER | B A%

e A (2 G ) <200 200~239 >240
MR e EEE (£ 8 12 pF) <130 130~159 >160
e RZFY WA (£8 12/ pF) <200 200~400 >400

B o g e ey () A SERRE (2 AFAHL A T B
F)F (Arin b ~ PRI IST 2 B ¢S F kv kB R ) (3)
B LR o ﬁ%«;z:}%B’wpﬁ#; ESE I {p%mnqgﬁmk&fr{@ ’*F}
Jﬁi‘,um?:ﬁ-ffism,#{o_ﬁkmg’?;@‘Mﬂ_?f‘,@ ﬂl%ﬁjl'fﬁi;;ﬁ-‘fX‘ﬂ«E’?'EJ/}E}i
20 1000 mg/dL > Rl AP Q@S n R (P P > SHRE S JER ) R
Z3D 6B FaEL PR A r B @’Lﬁé'vxﬁﬂéii\;—i“ﬁigﬂi&i
i B FE o F Gk F AR MR 2 2 i Pk & < 3t 1000 mg/dL

- BHRER § A ST F

R B nn g B 45 0 (1) APRL SE(resing) ¢ (F B4R grERL O
& o aERE AR g (2) ek L (nicotinic acid) ¢ g vE A fEenag 4 drd A o
fe R U PERIER cn g & 5 (3) PERER & = drd A (Stating) t i AP W B ¥ @ tE
PEEIRG B o adr PR A A RN &2 (4) Raapiht4 P (fibrates) ,%g—‘?““
SZEEH MR R B ihg & @ e Ty e 4f., s LS B AR Mg P
ZEEH M PR R O ML g A .
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SR RISREREN AR P RR[4-6]

(1) A% %—%‘? Livalo =2 5.4 %5 ATC 75 5 C10AA08 > C10A 7 H ' ' o
o AT g mmmpﬁ%ﬁﬂ&qwﬁﬁ%#ﬁﬁMMGwAﬁﬁﬁmﬁ
3 ug & 5 (HMG CoA reductase inhibitors) » b - S 2T 5 EE3EF 8
fB(EshE > ZRIG):

ATC # c N it 5T B

C10AA01 simvastatin | £ ¢ % i} 33 i 538
C10AA02 lovastatin e X4 9B A
C10AA03 pravastatin | £ ¢ X i 20 # &-3%
C10AA04 fluvastatin | ¥ = £ & 3 B &7
C10AA05 atorvastatin | = ¢ &% 4 18 I &-78
C10AA06 cerivastatin | £ X F 0B &E (AEAAREEFTHTHF)
C10AA07 rosuvastatin | = ¢ % 3 B %738
C10AA08 pitavastatin | % 2 i 0 B 57 (A %°¢ HEF)

(2) BFRhEZLEARTPMF > 2% F T e § 2 TRESF ) N6 3%’%*
L P EP R HRT . BAZY GRESPH T BEENS XA F
ELERRTEA ) - R REH ] .

CDE/HTA:x: &~ % ¥ ;;La% & Livalo tablets 2mg » H 31 & = > pitavastatin %

1988 # 8 " 3 p p AB~{FE T ""2009&3%;41)?]FDA

S ROREREFE (3 RTAHR)

i 2P

‘e £ <~ CADTH I AE100E 027 25 p b &R
i## PBAC 2AR100E 027 25p )k & @ FAL
# ® NICE 2ARLI00# 027 25p 1 AEFR
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Hw Embase 4&% 51 & crpdr s &
:x I CDE/HTA 2> 2011 # 2 % 21 p X2 &
SO T E 30 25 pmraiERIEL - 2011
E3T I PREIRFLEFHE

(=) 4 g~

% # Livalo tablets 2mg 4p B cri= 5 48 & o
(=) &~

% # Livalo tablets 2mg #4p B c77:% % 4F 4

(z2) 2K

4 @ Livalo tablets 2mg 4p i eii= G 3R 2, -

(z) #

Embase $#7% 5 | 8 crpF 2% (FFpH 2 2011 E 29 255 )

B L 1B & F “pitavastatin calcium’ég » 30 -f—ﬁzé%ﬂvﬁ% 874 % - % - ¥ >
AR E - 874 K TR A KR P R P SRS L
’]“?%F"—’KIFF' lﬁfﬁkﬁf%pﬁ%&‘?"ég )‘L\.Emrﬁg’ﬁf%w’f\'? [
16 % & s~ )];Jc‘:wpapj A AT O Y v)l?c B9 BT HBRERE I 2
oo

b 16 f 4 SLE e e s st /»\%friiiﬁﬁ? =Ky w;w ; cggw &N
2003 #£~2010 & (% £ *“ 2008 & ~2010 & ¥ = 3 4K ) #¢ 23 1% Cochrane
review o i 47 & iE mﬁ,ﬂ? s Tom B ARG R ﬁ c(ERFYL v;’?c ¥R o
e BE A M & 4% statin SR ATE R F % e ik IFL statin #g % 4 £ @ fibrates
MES e R R A e v s statin $gE S AT R g"”;ﬁfv%){% Ao B E 2
#A i IR s statin FEF AR Tl GERE o T REFH AR ;ﬁ—&%w
pitavastatin © 4&4p B ¥ ° )
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w00 R SRR AR I Y )]?e oo [ﬁ"%%ﬁ‘ # £ % 43 2000 #~2010 #

(4 4 2008 #£~2010 £ ¥ £ § 31 ) # ¢

¢ 3 3 % vk 2% (JAPAN-ACS

study &2 CHIBAstudy ) sh=x %3 4 47 ~ 1 j % — # §@kk :#% (phase 1 study) #F +
™33 F B pitavastatin 23 #5 4 B e 1,% o KA iR 0 R FFY AER
L_NE»18E,V?}J§J<K”F11}§DQ)EJT"‘J&]Z§J\Qoﬁﬁﬁ

ER SR A

18 5 -
ST RECU

R

4 pitavastatin T 5% =%

*J"’ﬂ_ qﬂ#]‘az‘ajﬁ s 3t

?5%$%@@1%%?aﬁ%%wﬁxéinlu ?iﬁﬁﬁ%Ti
pr P 3 B ¥ it&*t:}?j’h‘%— BERESE
s7 atorvastatin A 5 st 2

(1)

An 18-20week, prospective,
randomized, double-blind,
double-dummy, controlled trial
in 821 patients with primary
hypercholesterolemia or
combined dyslipidemia.
(Budinski et al, 2009) [7]

Pitavastatin 2 mg/day
VS.

atorvastatin 10 mg/day
or

pitavastatin 4 mg/day
VS.

atorvastatin 20 mg/day

Percent change
of LDL-C
from baseline
to week 12

(1) Brx

e LDL-C sz B
(percent change from
baseline) } » & #% &_i¢ * 1
HE XK LBHE
pitavastatin e <2
atorvastatin #p %
(equivalent) -

MAE e
—-37.9% vs. —37.8%,
adjusted mean
difference —0.15%,
(95% CI: -3.4 t0 3.1%) ;
BHE R
—44.6% vs. —43.5%,
adjusted mean difference
0.96%,
(95% CI: —2.3 t0 4.2%)
(Non-inferiority/equivalence
margin: 6%)

(2) RlF e

A LB &8

Fgﬁ A R EES G o
pitavastatin ‘= £ atorvastatin
Ed AT o

4 4p

)
An 8-week, randomized, open
label, parallel trial in 100

Pitavastatin 1 mg/day
VS.
atorvastatin 10 mg/day

Percent change
of LDL-C
from baseline

(1) oz
B2 2% pitavastatin f:z %
LDL-C ¢ TC iz
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patients with
hypercholesterolemia.
(Sansanayudh et al, 2010) [8]

to week 8

(percent change from
baseline) * >

H R 22 * 4 atorvastatin
(for LDL-C: —37% vs. —46%,
p<0.001);
(for TC: —28% vs. —32%,
p=0.005) ;

e & AR E 2 4] LDL-C
P (NCEPgoal) * & >
pitavastatin f ¢ atorvastatin
Eehd ARt bl st R E
Z B (74% vs. 84%,
p=0.220) -

(2) % 24
LB AT
i# > pitavastatin ‘e g2
atorvastatin = 4 F4p
i o

©)

A 12-week, multicenter
collaborative randomized
parallel group comparative
study in 251 patients with
hypercholesterolemia (CHIBA
study).

(Yokote et al, 2008) [11]

Pitavastatin 2 mg/day
VS.
atorvastatin 10 mg/day

Percent change
in non-HDL-C
level from
baseline to
week 12

(1) goc:
f 2z % non-HDL-C 4z &
(percent change from
baseline) _+ - pitavastatin =
2% 2 £ (non-inferior
to) atorvastatin -
(-39.0% vs. —40.3%,
p=0.456)
95% CI for the difference:
2.157 10 4.787%
(Non-inferiority margin: 6%)
(2) %24
B LB B E S
Me2 LEE 26
pitavastatin ‘= 22 atorvastatin
PR AP o ik fs VIR
A R E g4 &
(incidence of treatment-
emergent adverse events) » =
ey o o
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77 simvastatin 4 3 ¢t g #2

A 12 week, prospective,
randomized, active-controlled,
double blind, double dummy
trial in 857 patients with
primary hypercholesterolaemia
or combined dyslipidaemia.
(Ose et al, 2009) [9]

Pitavastatin 2 mg/day
VS.

simvastatin 20 mg/day
or

pitavastatin 4 mg/day
VS.

simvastatin 40 mg/day

Percent change
of LDL-C
from baseline
to week 12

(1) o

ficg LDL-C efz B
(percent change from
baseline) + » <& &
pitavastatin ‘e ez % i 14 3|
# simvastatin &2 3 & > @ 3

E

)& pitavastatin e crigzg &
% » P ¥7 simvastatin &= 4p &

(equivalent) -

MAE e

—39% vs. —35%,

adjusted mean

difference —4.1%, p=0.014,

(95% CI: —7.3 to —0.8%) ;
BAEE

—44% vs. —43%,

adjusted mean

difference —1.11%, p=0.5009,

(95% CI: —4.3 to 2.1%)

(Non-inferiority margin: 6%)
(2) %24

WY EL AR L F
& - pitavastatin i 7

atorvastatin = &% F4piT o
Il BRI RN
EAPM ~ a7 2

¥ i+ (dose-related

treatment-emergent adverse

events) & 4 o

Pitavastatin 2 £/ ¢ 4 £ mf

Lk

A 52-week, multicenter,
open-label, parallel group trial
in 173 patients with elevated
LDL-C levels (>140 mg/dL)
and glucose intolerance.
(Sasaki et al, 2008) [10]

Pitavastatin 2 mg/day
VS.
atorvastatin 10 mg/day

Percent change
of HDL-C
from baseline
to week 52

(1) Brok:

a2 % HDL-C thfz B
(percent change from
baseline) _} - pitavastatin
en’E & PP Bg ik atorvastatin s
% (8.2% vs. 2.9%, p=0.031)
Mean difference 5.3%,

ual

ual
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(2) 224

F g

THFLE

(95% CI: 0.5 to 10.0%)

in ¢7 gtorvastatin &= 7 &

a5 > B EFApl a7
Z » pitavastatin

st 21
VUP

LDL-C: low-density lipoprotein-cholesterol
HDL-C: high-density lipoprotein-cholesterol
TC: total cholesterol

NCEP: National Cholesterol Education Program

d 0 anEs g % 0 P T g ) pitavastatin %% i< LDL-C iz R 1+ 0 §
®BA R X 2. pitavastatin 2mg/day -2 > pitavastatin % <2 atorvastatin 4p
¥ & # simvastatin 2 i 5 ¥ B3 X ;é;zf‘aé pitavastatin 4mg/day iR T
pitavastatin - »x 27 atorvastatin ~ simvastatin 4p % © %*% < non-HDL-C 3% > » B
&g o1 ) pitavastatin # Z % atorvastatin e 4% o A& DM APt iRE

P
P A E 2 EREE T AP EEELL 2 Ao

%y1&+,gw>o§u@am@ﬁﬁ U“WiéIWﬁ—ﬁégkgﬁ%
pitavastatin 3%‘]”“]}53 w BEF A R R s Ht A B Sk % g iE 3 (acute coronary
syndrome, ACS) i A ek # PR ol A 1 (coronary atherosclerosis) 782 58 ~
R Rk #7% 5 5 (stable coronary artery disease) i 4 & 18 i g NA P
(postprandial endothelial function) e 3% & B> » ¥ 7 3F 2 F Hc i
AT pitavastatin fip v & SR B IR g R 4 sl B Ry p\ ,@m\@gﬁg
(coronary plaque volume) s (BLZH K8 B ? FI12 B 2 & ); Ra Mt
A Ff;ag*rs %—'»L?i 2 71~ Fr A 5 o

¥ oh o £h4 pitavastatin $120 % ok & F 8 2 A oR 2 B DF § A
% (glucose tolerance) » + § 2 f k% ¥ k0 ke

Yamakawa % 4 ** 2008 # 3 % (J Atheroscler Thromb 2008;15:269-75) » w j#
A5 279 o % 2AME R B Pk R A Y 3 e statin s E S 3B 0 1
Hl % o FHE R

Fasting plasma glucose levels changed from 147+51 to 176+69 mg/dL in the
atorvastatin group (n=99), from 136+31 to 134+32 mg/dL in the pravastatin group
(n=85), from 155+53 to 154+51 mg/dL in the pitavastatin group (n=95).

HbA;. levels changed from 7.0+1.1% to 7.4+1.2% in the atorvastatin group, from
6.9+0.9% to 6.9£1.0% in the pravastatin group; from 7.3£1.0% to 7.2+1.0% in the
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pravastatin group.

1 A IEAPR L BB > T F atorvastatin E Aok 3 B PGS 0 F oA EF
93 v | pravastatin % pravastatin % ot E Y AE P REF o

Yokote & 4 »+ 2009 & % % (J Atheroscler Thromb 2009;16:297-8) » % #p 12
#F 4523 % Hﬁkﬁ\)ﬁqi B g T2 Jp A R e kAT . atorvastatin =
(n=22) » # = 3& 4 i - o 3¢ (serum glycoalbumin) i& £ 4 (baseline)
ot IR FA B 0l 0 @ opitavastatin B (n=23) 03 4o © A E A ¢ A
% (absolute change 0.67+1.31% in the atorvastatin group, p=0.026; 0.34£1.31% in
the pitavastatin group, p=0.218 ; ¥-'mi2k 5% % 354 "a— 2 Bl % ) -

1. 4c £ <~ CADTH-~;® PBAC 17 2 & & NICE %=t % % & pitavastatin 4p b 3=
FL e

2. im0 x Embase #7172 5 K iE%k v Lﬁ’% e % &g or [ pitavastatin 2.'% 1 LDL-C
iz R b o § %A X ¥k b pitavastatin 2 mg/day hfi T o pitavastatin s
»2 €7 atorvastatin 4p § £ L simvastatin 3 & ; ¥ &7 ";%f;ié:),% 2 pitavastatin 4
mg/day iR T pltavastatln ey » 2 atorvastatin ~ simvastatin 4p 5 o 2%

% non-HDL-C % i» » P &85+ d1 pitavastatin 7 A ** atorvastatin e % - 4%
g pMHEIMix A éz#,fnyfgﬁr,gmi L AR ) SRR %T‘Jﬂﬂgﬁa;imlf’»,?_

3. stk ¥ RAAOF O AR o AL G - v R B35S pitavastatin $35
A AR S T S SRk B %R 13 3 (acute coronary syndrome)
Ak b Rl R A LR R s HON R T R B R A T (stable coronary
artery disease) It B ? pr g 7 st (postprandial endothelial function) =n

PRELBe e 7L o B9 > 5 B % 4 or pitavastatin & > &4
fsv;l%in’-’ I I TR A TR B R S § 4 (coronary plaque volume)
EER S T B VA B 8 14 F;&%}’”Km R ? EAERDNE - EEIAR S

4. -4t pitavastatin #3 F g g £ @ F 2 A RR L %—g E S

(glucose tolerance) » I3 12 & 3# 5% % % ko ¢ i@ * pitavastatin 3 B 7 (&
123F) 16 > PR BEHFL T KRR PEF o

12/19



100CDRO2002 Livalo Tablets 2mg

HTA_Report _20110225b

I ~EREREL (ZYRYEHEL)

kiR 2P

4t £+ CADTH 12011420 23p 0 AaFH
/24 PBAC T2011&2% 28350 EFR
# B NICE 32201127 23p ) AEFR
# B SMC ~ Cochrane 12011 & 2% 23p 0 haEFH
PubMed 1 £ 4ph = }]%

Embase 14 40 B < %

(=) 4e&x ~ B2 K

22011 # 2% 23 P 21 - CDE/HTA ¢ A 2 E= R HTA = 4«’? 7 2
pitavastatln AR AT AR

(=) 2%
PubMed

CDE/HTA>r 2011 & 2 * 23 p >4 * & v ("pitavastatin[Supplementary
Concept] OR "'pitavastatin*[All Fields]) AND (**economics’’[MeSH Terms] OR
""economics'[All Fields] OR ""economic"[All Fields]) AND ""humans"[MeSH
Terms] 434 PubMed € + FHE » R A4 1/ 2 & - CDE/HTA #-2 = £ p 74

Q%ﬁwﬂﬁm%ﬂAaiﬁpfl%”V?*%m+m}@’ﬁP“*%WP
5% )e

gpi;—%éwkﬁ%ﬁAﬁﬁﬁbmﬁﬁﬁﬁ(%%wﬁﬁ
Phramongkutklao  Fig i7) > 1 & £ 4 3 "2 FIff o iz J5 * 425 pitavastatin Img
- % — =x g atorvastatin 10mg - % — =t > W & H fe 5k iS5 K vk (LDL-C~TC~TG ~
HDL-C % )~ % 242 & hogd (& % 1%LDL-C # 5 “ % R R ) F 1 &1z
4 100 i 4o B fé = R FTF A ¥k 98 i+ (CDE/HTA & : :%47 3 2. pitavastatin
1mg #_rZ pitavastatin 2mg #] L g7 ;¢ %4 ¢ ) o

LSRRy T™ 4 o Y S s ¢ BRI pitavastatin Img - ® - =t E R
LDL-C 2 TC &% % 4ratorvastatin 10mg — % - = > e & % 5.:% 3| NCEP ATPII
in % 1£3% LDL-C ;%% P #£%4p 1T » #714 » pitavastatin iImg - = - =X ¥ ¥ 5 3 %
] % o Ij;)]% AEE S A EMRF T R AR T a R ER L — o
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HTA_Report _20110225b

Pitavastatin Img | Atorvastatin 10mg P value
LDL-C T % & 37% 46% <0.001
TC % & 28% 32% 0.005
2 7| NCEPATPII 4 = 249 8404 0.220
3% LDL-C 5% B % ’ ’ |
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CDE/HTA £ ;iz # 5-(pitavastatin 2mg)z_ % % %4 & % atorvastatin 10mg
simvastatin 20mg - %] % v i 3 £ & 5 head-to-head comparison % & 7 i
[7,9-11] > * #5k %% % & -1  pitavastatin 2mg ¥# atorvastatin 10mg *# i« LDL-C #»
K reip g (37.9% vs. 37.8%, ) [7] ; pitavastatin 2mg "% i< LDL-C & 2 i3t
simvastatin 20mg (39% vs. 35%, p=0.014) [9] -
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—*Ff # rS’Ff’Hs”“ G FRE DR RMEORREAS B 5 1.8 (95%CI % 1.38-2.36)
% 2.37 (95%CI % 1.78-3.16) [15] -
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Table 1. Change in fasting plasma glucose, glycohemoglobin Alc, insulin, glycoalbumin levels and homeostasis model assessment
ratio in diabetic patients treated with statins

Bascline vs. Week 12 PTV vs. ATV
Baseline Week 12 Absolute change p-Value p-Value 95% C.L
e e Sm mm ow e
e S v ——.
- R TR ———
—
e R p w2 e e

Data are presen:ed as the mean = 5D, Pitavastatin (PTV, #=23), atorvastatin (ATV, n=22)

Yokote K, Bujo H, Hanaoka H, et al. Multicenter collaborative randomized parallel group comparative
study of pitavastatin and atorvastatin in Japanese hypercholesterolemic patients-collaborative study on
hypercholesterolemia drug intervention and their benefits for Atherosclerosis prevention ( CHIBA
study ) . Atherosclerosis, 2008; 201:345-352.
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