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1. EAL®»IZ

=3 OF M - ﬁ£$®m%®t TiE, B SCEFICESW B IE R D
6héoé6_\ﬁ$®ﬂ%ﬁm@ﬁ$ L. BFURERS L EOBEFHN 2 FRERE
FERLPEARINIH T, ThHDERMZEICVLERBEICRMET S 2 & AEED
REE 2o TRBY REAMBOEE & EDOIEARFTE 2016 CEL 28 4= 6 H 2 BREIE)
IBWVWTH, EFMNERGEOFEHAORBLIEEZRKZZ & LI TW5,

HEIE R E RS T, EEEARRAM T 0 T 7 A VRO ERES & B5 N
R tdbd, 20D AHERCRZEMICET 2HERBH0ERT 2 £ ToH.
WVHEELOBEEZMS ZIT DI EBHFINIBEICH L TERTS & &b, BIE
RS LT BRIC LB RSN E & 5 2 & BRER e —E O BEM % - 3 R CEH
THZENBEETHAD,

LT, KA RTA4 2 TiE, RBERESSZNE TCIZELN TV BEZEFR -
BEHRHICESE | UTORRROREREAZHET 281 OHLERER, Bx
FROEEEEEYRT,

BB, BIA KT A 0%, MSIATEIE AN EEK G EFEE IR AHE, B ARR
BARNHES, —B4EFEAN B ARRBTS. —BEREA B RBRELES, —&tt
MEANBART 7 = L RAZS RO EFEN B AWRERZEOWH 106 EER LT,

HBLRAERR : I METFE T5mg 2y, Iy METHE 150 mg <
(—ix4 : 7Vns~7 (BETFHz))

PRES IR : FiEMEE o VAT a— ) ViffE, %nvx?u~wmﬁ
TeEL, BFoOWTh b THAICRS,
. MMA4A/F@%ﬁ)X7#ﬁW
*  HMG-CoA B i RAEA THRAR+4r. X1 HMG-CoA BTl

FRAERIC L ARESE I 20

RAERVCHE : (HMG-CoA B TMEMER CHRA+o52GE]
BE. RAIZIZT Ve s<7 (BEFE#RZ) ELT75mg % 2 @8I
1 EETFEET 2, 2RAFSRBEITIE 150mg & 23812 1 [BEREIC
HWETE 3,
(HMG-CoA E LB R EANC X 2IEERE X 2V IEE]
BE, RAIERT YV es <7 GBEH#Z) & LT 150mg % 438IC
1ERTRET 2, DRAR+525EI121 150mg % 2 8I2 | E#R 512
WETX3,

HRLLBERR : 7NV PETHESmg vV Uy, I METE 150 mg &
VoY (& TVus~T (BETHERZ)

2



BEEIIEE : FEMEFE 2LV AT o —VIE, B2 L RAT 2 —/LiE
7L, DIEA R FORBEY 27 35 < , HMG-CoA SR tEE &I
FRTHRARA+22BEITR D,

RERVCHE : B%. MAICIXT7T YV es~7 (EETE#RZ) £ LT 75mg % 2 @i
1 BIRTHRET 5, RAR+52EAICIE 1 E 150 mg (IZHEETE 3,

BUERREE Y 7 o R et




2. ARORKE. (EREF

BRI R (B, DR L L E Uiz DREB, B - iz 2Pl & Lz
BIMERE) 13, R TOELRELCOERTH S D, BIREIORIE - ERIIZR A
BREFOERVICL-TRIEBISNAZERHMONTEY . TOTELRBREFE L
T%:vx%n»wmﬁﬁkéoit\%<@ﬁ%%%#6\ﬁmivﬁﬁanvx%

7—/ (LDL-C) [EH KT S¥2 L LME A X2 b A7 BIETT 52 &8N
S>TEY, BRI VAT —VIEIZBWT, 2 VAT r—/LOHTH, umcﬁ%ﬁﬂ
?é;&ﬂ%%i%f%é&éﬂAﬁW@M@%%®?%%E%ELtﬁﬁ%@&bf
BHINnTWS Y,

HABARE LS (JAS) O IBIREE(LIERB TN 1 KT 4 > 2012 &) 2 JAS
HA RTA 2 2012) BV, BEOBIRELARREFIZESVTER L 72 EBikE
BT L AT Ot Y 2 7 125 U LDL-C [EOSH BAEJENRE SN TWS, BFED
EERE, AFRERUCEYIEREZERBZT TV 51 H o 67 LDL-C [EOEHH
AR L CWARVBRERR Y BIRE LR B ORIETH OB CIREERRET
Ho,

DX RERKIIZE %ﬁﬁﬁﬁTUlCﬁ#MﬁEﬁﬁ IZELTWVRVE
HtEE = VAT a—VIE (FH) ROSEFEBEME 2 L 27 2 —/VfLfE (non-FH) BE %
*ERIZ, HMG-CoA B TEERMER (R4 FV) LATAIERE LTIz bR
THE (% 7Ves~7 GBETHEEEZ) . DT &AL Lvo,) OREIMTbH
Too 8B, FDH, REF LT EEFMEMENEDOEBAN D A FF I L BERK
D S RWEBEERRIC, FAIOBEBENMTONT, ‘

KL, e EAEERERY TFY v rF o  98 (PCSKY) (T B BT
Mz 22 E MUIgGl £/ 7 u—FAHUETH Y . PCSKY % BELHFHE T 28R (EMK
FOFERTH 5,

11 4% LDL-C ORTFHIfE~DRUAZIZIE, fFiila##E O LDL & (LDL-R) 2H4ET
35, PCSK9 &#E4E LTWWRYV LDL-R (& ## LDL-C OFFHifE ~DBGA A%, FFlikaR
WY ¥ A 7S5, PCSK9 A% LDL-R (243 % & . LDL. LDL-R & U8 PCSK9 I3
HIZFHIRMNIZER Y IAENTR, Y Y Y — AIEEIN THMREIND O R L LT,
JFAlAEZRE O LDL-R O 25| & L, m4EH LDL-C 3 LJH ¥ 25,

AFNTE VB FIME T PCSK9 & FrRMICEER S LT, fERILIEH O PCSK9 OFHilE
#H LD LDL-R ~DOfE&%METS, £ LT, LDLR OGEEHELY Y1 71 %{2
#4352 &2k o CHFMERE £ LDL-R %<0 L, &EMIZMEE+ LDL-C fE % (K
T&E2, UEo kST, 7Y rs=73 MIEBNa VAT e —LORRERET S Z
LI X VAR E EoO LDL-R 2#MEE 3 A& F o & B 5 EHAEF ©, kK
o LDL-R ##ME %5 Z L2 & » Cl#Ed LDL-C [EZE T & ¥ 5%,



3. ERPRERE
RIS AR e AR 2 Sl 2 1T - 7= ER R R RBROBIE %,

B

(1) ENEIIAERER (EFC13672 35
[RBoME] .

ABF U EIZL 5 TH LDL-C fE2S JAS A FTA 2 2012 OEHBEMEE KT
LBWEERMER 2 VAT g — VIUEAST 285K (HeFH) BH K OCDLME A < b o
FH Y A7 B non-FH B#H 2512, AFID LDL-C R FIEH 2 REET 5 72 O 8E4E
PALZEER T 7 & Rt BRIEATRER LBERBR S E N 31 fEsk T Ehe Sz,

ABEUERZF > (FTNRRAEF U YV NREF U TANRAEF o T AN
ABFU EENRABFL 0RANREZF V) 2RELEABETRAOKESHTVSA
B L, AEF L OREEME L2 X, &K 75mg % 281 1 [/ (5% 8 AR A
TIAS A KT 4 2012 OFHEBEEMICEEL TWARWEA. 128U 150 mg ~
HE), 2 EME TR Lk, FEEEE L. ®5% 24 BR A E TO LDL-C fEDOX
—RATGAVINLDOEEE LT,

X8 & 72 B B, 20 UL E O HeFH B Ut non-FH B# T, 27 U —=V ZBRZUT
OHEEEF T L L EnT,

(FE o B HE)

- HeFH % (BWiL. =TT XUL JAS HA KT A > 2012 1235 < BRR 2 I 2L v
RV, BERZHERICES L2V BNERELEMIZ LY HeFH M58 &b d
ek, A7) —= U FTHIRICBIZFRITZ2ITS 2 L L Eahre.)

DR, REEPE, mMATREN RRAEBIIRESN., EEINR A 721

%), BEYUIFFRENRZREIC LV Z2H S BRI EE 2 EBIRE B OBE

* %% 9 5 non-FH BF
« JAS A RFA 2 2012 O—RFBEHT IV —MMIZGBE W RE (B rERkz$

(DIFMEREZE 2 R <) . RMHBRGEE, BERRB. BIERIR) OBEE XL fEREF
((1) NIPPON DATAS80 IZ X % 10 FEHOREEIREEIZ L 2 THEZEN 2.0%LL k.,
(2) NIPPON DATAS80 (Z X % 10 FEM OEBINREBIZ L 5FETHEED 0.5%LL | 2%

KT, ROBEDS H 1 DU EERZT, OEKALEBEY RF 7 a7 —

Jv (HDL-C) IfifiE (ifii&H HDL-C 40 mg/dL i) . QR %M EHIRRBFZERE (F

1 EEEEE . 70 55 BRI O B 65 A D&M . OMBERER S (Zighm

FEAH 126 mg/dL K. 75 77 LHEALRT 2 ReRIMEAS 140 mg/dL BA k. 200 mg/dL K))

%% 75 non-FH #E

7% LDL-C fE43 100 mg/dL LA Lk (HeFH B4 T EBIIRE B OBEE % A7 5 non-FH

HBFE) XiimiE LDL-C fE2% 120 mg/dL LA EDBE (JAS A KT A 2012 D—K

FRiA T 2 —IIZ 58 &7 non-FH BF)




MmiE Y 7 V%Y K2 400 mg/dL LA T DBRE

[R5R]

BER OB RO EBRFATRRERIL, 77 &R B 72 B, AKIEE 143 BlOF 215
BT o7z, D55, HeFH BEIL 41 41 (19.1%. 77 & REE 14 4, AHARE 27 i)
ThHoT,

(B%hE)

FEIMEER Th 5. B5 24 8HESFETOLDL-ClHE EHE) ORX—X5 14005
DOERIZ, TEOLBYTHY ., AFIXT SR EHE L THREIZ LDL-C EZ{KT
XRBZEBRENT,

BE 24 HREEETO LDL-CEOR—R 54 b OELE (ITT)

75 R B AT

R—2F A E (mg/dL)

%k 72 143

EEEHEERE 141.6+26.7 141.1426 .8
24 BIF S OME (mg/dL)

Bl 70 138

EEMEE R 144.0+31.3 52.8+25.0
24 BREROE(LE (mg/dL)

B% 70 138

PR HAE R 2.2+18.1 —88.3+25.3
24 BEF S OELR (%)

B8 70 138

TEEHAE R 1.9+14.1 —62.9+15.4

BN R EHAERERRZE 2 1.6+1.8 —62.5+1.3
FSERELDE

B/ ZRFE = —64.1

[95%CI] “[—68.5, —59.8]
p fE p<0.0001

a: BERE, BRA (BE% 48, 8EEY, 1288, 1688, 24 EE), REBLEEOR
E{eH. HeFH £ 0OE 4%, HeFH £EHOFE LB AOXRBEERAZEBORE L, ~N—
A5 A ® LDL-C ., R—RF A D LDL-C LB EOREERAHEREL L

MMRM (355 8iE I EEE)

T, BE 24 BEREETOR—=RTF A V55O LDL-C EOEIZONT, XMHBEBED
JAS WA KT A2 2012 DHT Y —TRANL L THT Lo RICEW T, A7
Y — DA O LDL-C & FRRICIT—BEHERRD DI,



JAS HA FSA 212 DHT Y —BIDR—RF5 A4 Vb
#HE% 24 HEE CoO LDL-C LR (ITT)

FEBARER B D id ]
HeFH B& BEEOH D H7 Y —II
non-FH B @ non-FH £%&
RS 27 14 102
NR—Z2F5 A DE (mg/dL) * 150.9£40.0 120.7£20.4 14131214
24 R R OFE L E (mg/dL) be —82.7£7.1 —80.9+8.9 —93.8£38
24 BRE RS DOELFE (%) b —54.8+50 —63.4162 —67.1£27

a: FIE B ERE

b : B/ RIHME AT R =

o BER, BN REHLEBEOREREMH. JASTA R4 202 DHF TV —, JAS A S
A2 OHT Y —LBEEOREEM, BHERLBEROXEER, BEEEL JAS VA KT
A 20120HF7 ) —LESOREEHSEENRE L, X—2F 4O LDL-CE, "—2A
T4 D LDL-C L BEEOREARRZHER L L7z MMRM

(R2H)
BE 52 RN E TORFEERIT. 77 B R 83.3% (60/72 )  AHAIRE 90.9% (130/143
#l) IRBD oIz, WTNPOFETI%ULIIEDONTEHEFRIITROLEY TH

277,

WTERHORET 3% LI Dh A EESR (RMMITRER)

7S5 R B AHBE
i3 72 143
ENEEEES 26 (36.1). 65 (45.5)
GRS 4 (5.6) 18 (12.6)
HESTERAL R R 3 (4.2) 18 (12.6)
PERTR 4 (5.6) 12 (8.4)
BnfE) 5 (6.9) 11 (7.7
& = 5 (6.9 9 (6.3)
MHEEA 4 (56) 9 (6.3)
i 1 (1.4) 9 (6.3)
By e 3 (4.2) 8 (5.6)
A K 1 (1.4 7 (4.9)
2 BUBER A 1 (1.4 7 (4.9)
3 0 (0) 6 (4.2)
BBEK 3 (42) 5 (3.5)
SER 2 (2.8 5 (3.5)
B 2 (2.8) 5 (3.5)
T 1 (1.4 5 (3.5)
FEEDH E 0 (0 5 (3.5)
EAEFHEE 0 (0 5 (3.5
e CK #470 0 (0) 5 (3.5)
BE & 6 (8.3) 4 (2.8)
LIEER 4 (5.6) 4 (2.8
sk 3 (4.2) 2 (1.4)
L INELY 6 (8.3) 1 (0.7
FEHMET LI ¥ — 5 (6.9) 1 (07
B REE 4 (5.6) 1 (0.7)
FE B AR 3 (4.2) 1 0.7)
B3k (%)



B 52 AR E CORBEORREBRNEE CERWVWEEFRIL. 7 I ERH 11.1%

(8/72 ) . ASKIBE 203% (29/143 i) (258 Tz, WTHADEET 3% Ei IO 5
NIBEBREORRBERMBEE TERWAESRITEFEBIRIS (777 B ARE 4.2% (3/72
), AFIEE 12.6% (18/143 ) ThHo1=,

(2) ENEMARER (EFC14305 3BR)

[RBR o E]

A B F PN OIREIRTREIMERAER X F PR (T MAANREZF L 5mg) 1T
LY LDL-C 175 JAS A K512 2012 OFHBAEEE TR T L7\ HeFH BE RO
DI A~ S OB Y A7 B3E non-FH B &8I, BN 30 iR IV T, ARA
O LDL-C (K TERAZRIET 5 720 O EIEAL —EER T 7 & At BRI THE R BBk
zxiﬁﬁénto

4 BEILLE—F DR 5 F YA OISEIE TR (7475 — FREH, =¥F I 7N
BEFE) XUI7 MAREZF U 5 mg TRFEEZIT TV D EEICR L, IBRE kL
TokE, AA150mg & 4BIC 1H (Q4W) . AA 150mg & 238iZ 1 H (Q2W) XiT7
SERE 12 EBETES L, 2 BUBITETOREIZHESR T TKRHA 150 mg Q4W

GEEmY 8 HREETIAS U1 RS54 2012 DEFBEBEMICEFEL TOWARWES, 12

W AIC 150mg Q2W ~HE) % S2 AR T#HE U, FEFAMMERAIZ., HE5& 128
B TO LDL-CEDR—RF A U inh DR L Lz,

%t L 72 HBREORINITY - - Tix, 20 L LD HeFH S non-FH BEF T, A2V
—= VR TOREEER -T2 EBEMHE SNk,

(FE72TRINELAE)

- HeFH B4 (Wi, BT XIZIAS B4 KT A 2 2012 1253 BRI v

FRW, BRZEEEICEE LRV INERELEMIC L Y HeFH 235 < Ebitd
BA, A2 ) —=r FHRMICBEFHRNEZITY 28 L &hiz,)
DFIEEE, RLZERUE., EMmATHEN (REAEBIREEN, EBIMR A 24
&) (SR UIEE B ARREIC L B SN BRRICEE R EEIRE SR OB
F %A% 5 non-FH BE

« JAS A RTA 2 2012 O— {k%li)ﬁﬁr:r Y- I N R (M EA%Eap

(B 2 T O — B T SR 2 1R < ) . o B BORSER. SRR . 1R

5) OBEEXIIfERATF ((1) NIPPON DATAS0 (2 X % 10 FERIOTEINRERIZL D
FET-HERAS 2.0%L4 E. (2) NIPPON DATAS0 IZ & % 10 RO BEIREBIC L 51
e 0.5%LA E 2%KMTh-> T, ROBEED S B 1 DL EEHZ3 . O HDL-C
e (MiE+ HDL-C 40 mg/dL A¥) . QR REMHEBIEBEERE (B 1 EEHET



o T, S5EARTDEMEIIT 65 BAM DL . QMVERER Y (ZFRFMFEHE 126
mg/dL KW, 75 75 LFEAT 2 BB 140~199 mg/dL)) %FHF 5 non-FH BF
1f13% LDL-C {45 100 mg/dL LA b (HeFH 3 X BENIRE R OBEE 2 A4 5 non-FH
BE) XiZiMmiE LDL-C {7 120 mg/dL ML EDBE (JAS A KT 4 22012 D—K
FBiH 7 =Y — I8 S 7= non-FH B#E) |

Mm%~V 2 V&Y K25 400 mg/dL LT DB

AZF AAREPFIG L W XIHEAERZ F U OHEER TERWEB & 250
TOHWTF% 12U EHET2EE

R3]

RAEF L OREENRE 2 LILORIER GBBUE. ALT. AST. yGT, ALP X
12 LDH D> ER, AFF T k> THR SNIZiFHREREE, CK [HORKE,
BHAEEOERS) BEOBEE

CYP3A4 [HEH (REWHIEE, 7V -V RPEEE I Y Ru<wAf V)
X374 77— FREAEEE

ATREREREE SO IATHERE R (IRAAT. MW SRR E, MoK
IRz BEEE U 7= PR RERE B OBERE 2 R <)

BRSO BEHMERE RERHE L T2 BHEEES OBEEZBR)
BRI T

MRERE R . ST ZERE e IpE (ZSRERF MBS LY 110~125 mg/dL)

PE PRI M R

BMI 7% 18.5 kg/m? Kis D 5 i

FRERFZEER, AFZF UHREMEIGE L RV IKERAEX Z F 2 H»
LR TE R WHEE L U TIBBREEERM, o HIER A E RN L E
&

MR E LM O EE T RERIL. 77 &REE 56 ., A% 150 mg Q4W ¥
54 45, A 150 mg Q2W ¥ 53 FlDEF 163 il Th o7, £D 5 b, HeFH HB& T 38 #

(23.3%., 77 &REE 14 6], A& 150mg Q4W £E 11 . AH| 150mg Q2W & 13 #) T
bole, BAEBRSTORERETRET, BRABXZF U856 6l 344%). A5 F
VUSORREIE TN 79 6] (485%) [T¥FI7 32 ] (19.6%). 7477 — FR¥EK
#1147 6] (28.8%)]. BEEEDOLN 28 6] (17.2%) THot-,

()

FEIMEEE Ch 5, BE 12 @IS E TO LDL-C (BHE) OR—XF 14 0ohb
OELRIL, TEOLBY THY., AT 7R LB L THEIZ LDL-C HEZKT
IRBZEBRENT,



BE5 12 8RR ETO LDL-CHEON—Z T 1 b OEE (TT)

7T & RBE AH 150 mg Q4W £ AFH| 150 mg Q2W B
NR—2F A M (mg/dL)
Bk 56 54 53
S EAZ R R = 149.4%32.6 154.2+£59.5 149.2 +31.1
12 AR OME (mg/dL)
i 55 , 53 51
EEMBEHE R = 141.5+36.6 91.3+64.1 46.6+25.8
12 R OELE (mg/dl)
ik 55 53 51
FEEAR R E -7.0£23.4 -63.6£30.9 -103.6£23.0
12 B R DR (%)
%K 55 ’ 53 51
FEHEHE R RE -4.3+15.6 -43.2420.6 -~ -70.0+13.3
RN R EHTE IR o -4.3£2.2 -43.842.2 -70.1£2.3
FIEREDE '
BN ZRE — 4395 -65.8
[97.5%CI] [-46.5, -32.4] [-72.9, -58.7]
p {8 p<0.0001 p<0.0001

a: RE#H, S (RE% 4885, §ERE, 108K, 1288), RFF o REOFE, REHLERADOR
BEER, A2 F U BREOHFELHBSOREER, X—RXF A1 O LDL-C &, X—ZXF A ® LDL-C
BEBSOXAEERZEENE L Lz MMRM

(Zatk)
“HERY (R5 2EET) TROONEEEFRORBERIL. 77 BN 46.4%
(26/56 i) . AH| 150 mg Q4W B 51.9% (28/54 ) . A 150 mg Q2W & 47.2% (25/53
Bl) THY, ERBERIIUTOLEY Tholx,
“EERN @5 L2EET) CBDLIEIRAEESR (LM RSEH)

75 REE AFH] 150 mg Q4W AH| 150 mg QW ¥
(e 56 54 15 53 i
v A 7 A B R 16.1 (9) 14.8 (8) 15.1 (8)
NHEE 4% 0 (0 56 (3) 0 (o
BB 1.8 (1) 3.7 (2) 1.9 (1)
H 0 (® 3.7 (2 0 (0
HR{E 0 37 (2 0 ()
e DTS 1.8 (1) 0 (0) 75 (@)
B 0 (0 0 (0 3.8 (2)
2VE 0 0 0 (0) 3.8 ()
e ] : 54 (3) 0 (0) 1.9 (1)
ZEMED EWN 54 (3) 0 (0 0 (0
R i R B % 3.6 (2) 0 (0 0 (0
FAG MR RE 3.6 () 0 (0) 0 (0
RAE 3.6 (2) 0 (0) 0 (0)

% (F1%%0)

BB & D REIR AT TE 2\ LM S N BERRIT, 75 L AR 7.1% (4/56
#il) . AHl 150 mg Q4W Bf 5.6% (3/54 Bi) . AAl 150 mg Q2W #f 3.8% (2/53 fil) 1278 ®
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bhiz, TD o5, 2 PILLEIZHER L7-FRIT2 < FEDORRKIEAIIFED b izd
27z,

HEH (K5 12820 64 BETO 2 BH) KIIETOBELT Y vy <7 B
BEahi, ZOHMICRD O EEERIHOWT _ESRPOE T L ORBELIL, 7
T REE 66.7% (36/54 Bl) . AFHI 150 mg Q4W B 68.5% (37/54 f5il) . AH| 150 mg QW #
72.0% (36/50 ) THY ., ERFHZIFLTOLEY Thotz,

HERE (5 REFD 4BET) KBDLAEIRETEES (ZLBMITHSEN)
—EEREICET AR ER

S5 KB AA 15(% mg Q4W &S 15;¥ mg Q2W

B3 54 {5 54 {31 50 4
U A VA ERGE R 29.6 (16) 37.0 (20) 36.0 (18)
EE 0 (0 9.3 (5) 6.0 (3)
BEE : 1.9 (1) 74 (4) 4.0 (2)
REZR 56 (3) 56 (3) 20 (1
WEEE 7% 3.7 (2) 56 (3) 0 (0)

L] 7.4 4) 3.7 (2) 10.0 (5)
AL 1.9 (1) 3.7 (2) 6.0 (3)
FER A 1.9 (1 . 3.7 (2) 2.0 (1)
mH CK #8n 3.7 (2) 3.7 () 0 (0)

EFHRALRIG 1.9 (1) 3.7 (2) 0 (0

RERGRT 1.9 (1) 3.7 (2) 0 (0)

BEARBLR ()] 3.7 (2) 0 (O

KIBERY —7 0 (0 3.7 (2) 0 ()

A2 TN UHF 1.9 (1) 1.9 (1) 8.0 (4
{EHH 0 (0) 1.9 (1) 8.0 (4)
NER 0 (0 1.9 (1) 6.0 (3)
295 3.7 () 1.9 (1) 4.0 (2)
BEIRE BB 2% 0 (0 1.9 (1) 4.0 (2)
TRBRAE _ 37 () 19 (1) 4.0 (2)
TH 0 (0) 1.9 (1) 4.0 (2)
BE#EMR 0 (0 1.9 (1) 4.0 (2)
ZIK 3.7 () 1.9 (1) o (0

g 56 (3) 0 (0) 6.0 (3)
B 3.7 () 0 0 6.0 (3)
B 1.9 (1) 0 (® 6.0 (3)
3 0 (0 () 6.0 (3)
FE Ll R 1.9 (1) ' 0 (0 40 (2)
bl s 0 (0 0 (0 4.0 (2)
FERER 3.7 (2) 0 (® 2.0 (1)
LN MEHASMISURE 3.7 (2) 0 (0) 0 (0

% (B30
a: FERIIIETORTAA 150mg QAW %85 (GFEMRM 12 BIEAIT, &K 150 mg QQW ~HE )

FFEBRHICBITDRBREL ORRBARSTETERW LM EN-FEEFRIL, 7o
REE 5.6% (3/54 B1]), AAl 150 mg QAW #f 5.6% (3/54 #l) . AFl 150 mg Q2W f 4.0%
(2/50 f5il) DBFIZERD LTz, WTFNADEET 2 0L EIZERD b - 1B EE D K 2B

11



BB ETERNVEESESRIT, EEBMRE (77 A8 1.9% (1/54 #) . A% 150 mg
QAW Bf 3.7% (2/54 i) . A 150 mg Q2W & 0% (0/50 1)) ThH o7z,

12



4. HERRITOWT

AEID TG & 72 D BFE OBIRK OAF O G % BRET 2 1. @ iTbhs Z &
BRO LMD, Flo, ABIPES & 725 RBEOEL T, RPN ERSME L 725 Al6E
HERE N2, ARFIEROREEIZ BT > TE, ERBE~D T 7 & 2 OFMEM IR S
NHLENRD B,

1) B#EOBRMKIIHE-T

@ HRIZOWT

o FEIOERICH > TOHHRmkE A L, BIIRELEK RO Y 2 7 5%
THLEbic, YVAZRTE LTOIERE, FRMA, SOTE, BIERRE2
EDRREE +oIC R L. BRECIERBORETY - I8RO OOBRFELEL L
TWo, —EDEN BV 2 G T EAAFTRT AR THDHZ &,

(E1) ERRFRER. 6 FU LOBKRIMERLZE T2 2L, £k, 64FD 5 b 3 EL Li3iEnR
BROW L IBIME LT A BRTER 2 ET 52 L,

o BIREECMERBOEIEN Y R 7B —2OEHEL LTIAS 4 KT 42012 O
WEZRM L, BIIREE(LEREBO A U R 7 2L, BERIEEEITY 2 LR T
XLERPHTBT 2R THD &,

¢  FH ~O@EIGIZONWTIX, YRBOBEOBDERRY +HIA T2 EMPBFTET

. DHERTHHT &,

o EEMHY X7 EHEFE RMP) OB T, AFORERFESR OREM & A9 & T
THDORERBHERESLFELNTHAZ 00, YA 2B ER T
XHMERTHBZ L,

@ BNOERMBFEREEROEMHIZOVT

* RMP OREMMRFTERIZFEHR SN ABIEANITH LT, SrkEs I BRHE fRp B o
HMMEETHEMEEE L, BIERORZKCISICE L THERVUXBEZIT
EHIZHEGZABRTELEHBE-TNDEZ L,

o BIEPEENLOHEYNY BEMFOERZNFEROEEEIT
EELNREA LGAIGETR RS & WS EBSE L EONI
WEHR, FHOKRRBESTWEZ L,

E RO HBER TH

5z
WZATH Z EHEOREEMLE

13



2) BEOMEITH-T

[1) B5OBBICHE->T) KRR Sh B2 TRRThEZ L, XiLl) ©

B AW TR EEL LD LB TE, UTOEFLZHEITHRRTHD Z L.

O m#EIZoWVT

ma L A7 o — VIIERE OBERBRB TSI H A EMBFTRT 5 Z &,
AR DOBHRHE % EHRIZIT - - LT, BEMHGEDORIEIZ OV T ORI & YI21T
YT EMTEBEMPETBT AR THDHZ &,

Q@ BiNOEERFEHREEOMKHEIZOVT

RMP OZEMREFTEHEICFER SN ZBIERIR U T, Bi%hask X Bk E R E
OBEMEL AT HEMEEE L, BIER OZE-o I L THRERVUXEE T,
WY 22BN TE BEHPESTNDZ L,

RIS 5 OB - BREMZOERFZNFROBTEZ1T S
ERGNREAELLHEAICHEY RS E MEEBSE 2 EOMIZ
BHRER, EROKRNE->TVD L, '

Z L RUE MR T
75 2 LS DEER

14



5. RERBRLLRBHE

[EBEEIRIZoWT]

AR, DMEA N FOBEY 27 B3EL, (1) R FroOBKmAE @2 2—&
HIFARMA L TWB XL (2) 2Z F UL XA IRENEY) TIZRWV,JAS A K54 22012
DIFEEHRBEME KEOZELZZR) ICTEELTVWARVWE 2 LRT o — L MESREIC
HLUTERTZZEREETH S,

AR ORE LT ERMBIL, & UTREETEBAZMIZE L TRV FH BE, EEk
FEOEEDH 5 BEIMEE SN D, ERICEY LAVDIE A~V hOREY 22 5
BWEEZHND non-FH BEICHTAHERMIZHZ-oTiE, RAFFL DT RET7 IR
REIRBE MR BIZET 2OV AT 7 7 7 4 —OEBORRZEEIZIMET 5 2 &,

(H2) BAMAREE E. WRICLSEEARBO) 2/ PREHE (Elb, BRERES) RYe2E

L. EMiSZDREICL > TN HBET 5 2 L AREHCH 5 L HIF L7 AR &Y,

BRI OEEOEEOHBI B> TX, UTOEMHL2ERTINENRD S,

1) non-FH BFE TIX, LMMEA XV FOFEBY R/ BEWZ L, VRIZFEICH - T
X, UTOVRZEFR2 10U EET A2 BRET S,

O HEERREE (LERIEICKT 2 EEBIRFE RN 2 &) OBEERE
@ FELTEMEREZE OBEEE

@ BERIH

@ B hBA

® RIEBHIREE

2) ERTHAHE ®2 027 F % —EHE (FHEE, LREOOXIIOIZHYET 5BED
FERICOWTIE, HYEMERR B4 2SS0 & p 28/, Z2hlistof
EOFERIZOWTIE, FRIE LT3 »AMLE) BELTH, IEEEHEBEMEICEE
LTWaWZ &, £, KARERNCIZ, REZF U mx <, =E¥FIT7E20HHT
HTEHLEBETDH L,

3) REFFUZEDBEDBESRVBZFIZOWTIE, UTOWFhMCEY T L,
BB, BEOREF > OFAOHRERERIHE XITEED R & F L OBRIZ DL
YT HBEIIE, hoXFFroRERREE b +0IcRET 5 2 L,

O BERCBESICI VA F U OERPRETHSE L,
@ REFUOERAVERLINTNDEZ L,

4) B VAT a—)VIERROREARTH 2 REHRE, EERE, B8 K OMb OBk
BALHEREDY 27 77 7 #— (BERA. BIMEE) OBBE & D7 NERIIIERS
+HIThbh T BE I L,

XieB, ERMABORZF U 2RALTVWAICb b L TIREEHENARRLE
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a AT u—/VIfEBRE TIX, FH 2585 2 L BEETH S Y, FH BEOBRK
BE+SCETEMEMRT S bRET AL,

(B%) BONRBICE BT OMST ) %2 1CES< IREERAEE UAS #1 K7

1)
' 2)
3)
4)

A 22012 ZKE)

HoFH 8% ®3 . LDL-C 100 mg/dL A% XIZIEHEAIED 50%RiH &9

HeFH 3 ©9 : LDL-C 100 mg/dL R XITIBRFRRIE D 50%A5H

TR B OB D H 5 non-FH B : LDL-C 100 mg/dL i

—RTHOBEIRE BT Y A7 OHF Y —IICHLT 5 8E (FERME. 8

PEB IR . FEL BN, RAEBREROWT WO H 5 BE, Xid

MR, SN, RERUWEOAE, UEHMEROMmME 2 VAT v — N EEIZED

< BEIRIBIE - Ot Y 2 7 5HliF ¥ — L0 10 EFOFBIRRROET R

2%Lh EIZEE N T B BE (JAS HA RT7 A1 2012, pld KU pl6 2BH))

: LDL-C 120 mg/dL %

(J£ 3) HoFH B# OB : MiEHR = L X7 n—/E2 600 mg/dL Ll L, NIHHLRD LN
B NE & BRI, BRI = L AT 0 — VIE~T n AR L OBWIE
AT D EENLERDEIAIT Y. 25, LDL REHRIZE D 2 8IEF OREB AN,
5\ LDL SABEEOBEI L ) EDWATRETH S,

(B 4) JAS HA FIA > 2012 Tit HoFH BEOIFEEEBEMOREII VWA, BRELT
HeFH & DIRAERBRELEAT 2.

(£ 5) HeFH BF (15EBULE) OBKEE: UTFTO3IEENL 2EEAY TR E LRSI
%, FH BV OBRIZIIEGFREIC I ZBWEITI ZEBPZEE LY, 2EL, mREEE=
VAT a— /L IEERL,

@ 7 LDL-C IfiE (GRISPFFOIMTE LDL-C fE4% 180 mg/dL LA L)

@ BEHAE [FE. M BRloREEESHZ VT X L ABEE @ERECLY 9mm
UETBEET2)] H2VIERERHEIEECE (RREAEIIS )

® FH »H2VITRRUEBIRGESR (B 55 5. LM 65 Bkl OREE QHEUN
D &)
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6. REZEBLTEETXHE
O BHFBRIZOVT

.

HoFH & ¥ BEIZEIT 5 AFOBFIMER VLEMEITRE S TV 20y, LirLAaR
5 ARIOEBEF 6| BRI HoFH & 2# S 78 Th - TH LDL-R DI
EPTREINDBETHE, RKFOFIERHTELLELX NS, FL, —&
O HoFH #B# (fil X ITHEESE £ /KIB% LDL-R) TiX. BRELMECIIAHEI DA M 1L

RSk, BEPIm AR B & ERIHICRE L, AFID LDL-C DIE FIEM A

HHRRWEE T, BREBSETIIPIETRETH D,

AR DG x UBBIE DBEERED 3 5 BEIZ SOV TIIAK OB ENEZTH B -
B, BHELARND L,
HEOREREREIC OV OIBEABRBRS RN EhbEEICRET S L,
FRBEIC LD DME AR b Y R 7 DEBHRIC OV TR I TRV, Bl
L, BETONL TV SBRARROBREERTILERH D,
BIREELMIRBRIED /A Y R 7 BEOREOFEM & i%, BEZEOBHRD
HARTA L 2BRTHIL,

@ ®&EFEIZHONT

AZF U ORENBEIRVBEERRE, RE4FUEHRATHI &,

LDL 77 = L — ¥ ZAFEMITFOBEICRBNTH, AFOESMEIIHECX 3,
LDL 77 = L= 2R BT B5E121E. LDL 7 7 = U — ¥ AT RIC AR 2%
E+nz ek,

BTN 2, RS IRFEHE D3RS 5 RT3 -5 & ARH D T OV IE £ P
DI=DITHLERERE DB THLERT 2 &,

AHIO RMP 2R L. REMERFNFREMRT 2 &,

HE&REGIZOW T, BERFEARRICTE 21T - L BERBR TR B3 HR Eh
TW5, HEHEGIIBAEOHEMEZM ETELEL2 N5, HOREEERTSIC
Hlc>TE, EEOZYMELEEICHT L. BEICK L GEYZET. Ik
BEYHZ L, ‘ '
AHIOBEIZ LY LDL-C A RIBITIE T4 5 R $ 5, LDL-C O MR/ EME A
REIMEFR T2 2 &2, BEEROEERTA2HE T2 BFICHT A%, BERMIZ
E DR 52 ANTHAMETIIRVWED, BELTBETS - &,

BE W)
1) EEHBE : Tk 27 42015 A 0 BIRES: St
2) EZIK@JHJREE{Ei/f?  BIRE LI E R R TEET A KT A4 2 2012 4ERR
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1. IL®IT

B35 DE M - LEMOMMROT-DITIE, BAICESICESWCHEERFE AR
bIb, &I, IEEOHZEOESIT LV, HRERR L & ORI BRER
FEERMPERENIF T, INOLOEEKLZEICVNELRBEIRET 2 2 L 3RO
M E 2o TR Y REMBOEE & SO FEARTTEE 2016 CERK 28 4 6 A 2 A FERE)
ZBWTH, EFNEESEOFERORBIHEEZR L Z &L ENTVD,

RS ERS T BRERASEEE T 0 7 7 A ABBEFEOERES L 52
R385 D, ZOLD FIMERVZSMICE T 2ERP+IERT 5 E TOR,
VHEKLOBELZBIZTAZ LBHFINIBEICH L THERT 2 E L BT BIE
RANRE LIS HER G E & D 2L BRI —E OB & i 7= 3 ERA%BE < A
THZLPEETH S, ‘

L7eioT, BAA RTA4 2 TiE, BB hifuﬁ6nfw5E%£%%
BEMAMICESE UTORRLORKESERZHET 28 8» b NERE R, B2
FROBBEFELRT,

B, RAA RT A 0%, MSATBORE N ER M EREESRRAHEE, —REAEABAR
BRNBES, —BEEEAN B ABREBFS. —REFEA B ABRELES, —iktt
FEANBART 7 = Ly A2 RO REFEAN B ARREZERE2OBH O b LR U,

HELRBERS : 75N FETFE 75 mg =y, FIATr FETHE 150 mg =
(=it : 7T IVurs~7 (BETHEBEZ))

PEEXIIER : FiEMR = VAT v —/VIfLfE, %:vz?u—wmﬁ
L, UWFOWTR b THA IR,
. @ﬂé%m/b@%ﬁ)x&m%w
©  HMG-CoA ;BB HEMER THRA+4. it HMG-CoA B ThE

KIERNC L HIRENE S 22

REBEERURAE : (HMG-CoA B BERMAER THRRNTZ725E]
BE. RACERT Va7 (BEFHREZ) L LT75mg 2 28I
1 B THRET 5, 2IRA+570581213 150mg % 23812 1 BEREIZ
WETX 3,
(HMG-CoA ZEtEEFRLERNC L 2 1REDE X WG E]
EHE, RACIET YV By ~7 GEEFME#EL) L LT 150mg % 4 8IC
1B TR ET 2, 2VRAT57BAITIE 150mg % 2 #Ii2 1 [ 5z
WETE3,

HELRBEER : 7N METESmg YY) vy, Iz PETFHE 150mg &
VoY (—f4& 7 IVnrs<7 (B Z))
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PHEEIIBIR : FEMEE = L AT u—VIiE, &2 VAT 2 —/VILE
2L, DIEA X FOFEY 2 7 537E < . HMG-CoA RItEE R
EHRI TR EEITRD,

RAERCHE : @%. ATV ns~7 (Bori#kz) LT 75mg % 281
1EIRTH#ET 5, DRA+0RBEITIT 1 [E 150mg [IZHEEBTE 5,

BIEIRERE - ¥ 7 A R EH




2. AFIOKE. 1ER#EF

B LIER AR (R, DEEL T L E LioDdR R, MR - a2l b Lz
M RE) 1. A CTOEARRTOBERTHS D, BRELORE - ERITSLE/fE
BEATFOERVICL - THERIEND I EPAOENTEBY . ZOXERGRET & L
TR VAT u—VIERSH D, F, < OMFEKRENLL, KIEEY REAI VAT
m—/l (LDL-C) BRIET &#5 & DMEA SV Y A7 MMETT 52 LSBT
STEY, BalbATFo—VIEICBWT, I L AT e —AOHRTY, LDL-C H% &8
THZLERRLVEETHD L &N, BIRELIERBO T2 BRE L-EHEAEREL LT
BRI THS 2,

AA#ARE(LFES (AS) © [BARBELEEBTFET A KT 4 > 2012 FiR) 2 (JAS
HA K74 2012) IZBWT, BEOBIRELAERE FI12 25V TR L7z S8k
BIZ X AT DM Y A 712 U T LDL-C EOEE BEENRZREShTWS, BFED
EERE, BRRERUCEMIGREEZBERRZ T T 5126553 LDL-C E0EHEE
BEZER L TV WBENB Y | BIRE(CHEREEOREFH OB R CIXEEZRET
H5,

ZD k) REFRRIICES, BEFORET LDL-C EAEHBEEICELTHRVE
B 2 L A7 u— VI (FH) R USEREMNS 2 L X5 v — ) )VlJE (non-FH) BE %
XU, HMG-CoA BTEBERIAER (R&ZF V) LHATAEAE LTIz ME
T (4 7 Vur<=7 (BEFHAEZ), DT TA# Lo, OBRRE™MTbh
Teo IBIT, FDOH%, AZF KT HABMENMBENEOEEAND R F F I X B1HE
D3 S I WEBE R STRIT, AR ORI T,

AFNL, o EABEREERZEY TF Y v X 98 (PCSK9) 12kt B EETF
MMz 5ERE MU IgGl £/ 7 u—F AHUETH Y . PCSK9 % BHEFRE 3 5 iR MER#
FrDERTH 5,

4% LDL-C OFHIfE~DEUAZRIZIX, AFHifRERE © LDL %K (LDL-R) BHLET
&5, PCSK9 & #5A LTV 2V LDL-R 121 #% LDL-C OFHIIR~OBGAA %, FililasE
Bz ) YA 7 E 558, PCSK9 73 LDL-R (Z#&9 5 &, LDL, LDL-R KTV PCSK9 i
HITHFHIRNIZERY AENRT-. Y VY —AIRE SN TR END 2D FERLE LT,
fiRasR @ LDL-R OFDZ5|&&E 2 L, mifEd LDL-C A EH 35,

AFNLEOEFIME T PCSK9 & R BEYIZEERES L T, R MKF o PCSK9 O Tl
#Ei 0 LDL-R ~D#EE % HET 5, 2L C. LDL-R DHMBEEL Y 34 7 L%
95 Z &I X o CHFla®RE Lo LDL-R $#a 8> L, &EMIZME+ LDL-C 4% K
T&Es, Uk XSz, 7Var=7i3, BN VAT o—VOEREEET S Z
LT X0 TSR Lo LDLR NS 2 X & F o L B 5 AT <. IFMias
i@ LDL-R Z#M&Ee2 Z LI K-> TlEF LDL-C 2K T X85,



3. ERPRRsR
BOERFTEARRHZ MM 21T o 72 ERERRRBROBEZ =T,

1|

(1) EPHIHEAER (EFC13672 3ER)

[FABR O]

ABFUEIZL > TH LDL-C {2 JAS A KT 4> 2012 DEREEMEETRT
LBWREER 2 L AT v —/ViJE~T e 88K (HeFH) BERCLMEA X2 hO
FH Y A2 HEN non-FH B3 & HRIZ, AFID LDL-C K TIERA 2 MEET 5 7= D D AR
BIEZEER T T & AR RAATRER R BR S E P 31 MisR CEME Sz,

BB EARZF o (TINRAEF L Y ANRREF . TANRREF T RN
AEF U EENRREF L BANRREF ) 2 RELEARECTROBESATNSA
Fizxt L, REF OB L=EE, AA 75mg % 2812 1B (RE5% 8 HRFER .
TIAS HA KT 422012 OFERBEMEIZHEL TORWEEE, 12 8L 150 mg ~
W), 52 BRI TG L, FEFMBER T, 5% 24 @A E TO LDL-C D~
— AT LOREL LTz,

K& 7 HBETT, 20 %L ED HeFH KW non-FH BE T, A7 U —=VFHICUT
DEBEERF -T2 & L an,

(FE 2 BIRELHE) -

+ HeFH B% (BWhid. B UL JAS TA KT 4 2 2012 (2ES L BR 2 E 1
RV, BRRZHEEICES LRVBTEREMLEAMIZ XY HeFH 25 < b b
BalE, A7) —= v JHIBICER TN ETTO 2 L & ahT,)

OFFEZE, REERE, EMATEEN (REAEBIIREENT., EENR A 2SR i

%), BEMNIFEENLREIC L V2W SN BRI EE L EERE SR ORE

£%%H3 % non-FH 2% ,

JAS TA KT 42 2012 O—KRTFBAAT T~ PRI h KRB (RifdEpkzs

(DFEMEMEEZE 2 R <) . RIEBIRER., FERP, BAEBRR) OB E X ILERE T
((1) NIPPON DATAS0 2 X % 10 £ O EEBIREAIC L 2 T-FHERN 2.0%0 -,
(2) NIPPON DATAS0 iZ & % 10 FH OEENREBRIZ L DR THEED 0.5%LL E 2%

KT, ROEED S H 1 DL EELT, OERSGHEY RZ 7 alLxTFr—

)b (HDL-C) I (o HDL-C 40 mg/dL i) . @ BRREMTEIREBRIERE (GF

1 EESEEAE . >0 55 Rk O BT 65 AR O tE) . OMERER T (ZEERIm

FEE 126 mg/dL K. 75 7' LPEATR 2 BERIEAS 140 mg/dL PA_E | 200 mg/dL i) )

%43 5 non-FH &

M¥% LDL-C 7% 100 mg/dL LA b (HeFH #B4E 3 EERE B OBEAE 2 F 9 % non-FH

B#E) Xt LDL-C 25 120 mg/dL LA EDHEE (JAS TA RS54 2 2012 D—IK

FBi A7 =Y —MIZ43¥E & 7= non-FH B3)




Mm% b Y 27U & U R2S 400 mg/dL AT D BE
(/2]
BEWER OV 20 BT REMIT, 77 & REE 72 6, AFEE 143 FlOF 215
Bl THoTm, £DHH, HeFH BEIL 41 B (19.1%, 77 B RF 14§, AFE 27 51)
Thol,

(B%hME)

TEIUMIEE TH D, BE 24 8EEEE TOLDL-CH (BHE) OR—Z5 4 hb
OFLFIT., TEOLBY THY ., AFNIT 7R E KL THEIZ LDL-C E2KT
IHBZENTREINT,

#2524 RS E TO LDL-C EDR—Z 54 > bHOE(LE (ITT)

75 AR AKBE

NR—RAF A E (mg/dL)

% 72 143

S EHEERE 141.6+26.7 141.1£26.8
24 BEE S DME (mg/dL)

Ik ; 70 138

B REERE 144.0£31.3 52.8+25.0
24 B S OEE (mg/dl)

Bl ‘ 70 138

FIEAR R 2.2+18.1 —88.3+25.3
24 W OZEE (%)

= 70 138

RS R E 1.9+14.1 —62.9£15.4

RN SRR EAE R 1.6+1.8 —62.5+1.3
TSR EDE

BN _REHE = —64.1

[95%CI] [—68.5, —59.8]
p & p<0.0001

a: PERE, B (5% 48R, 8ERE, 1280, 16 8FF, 24 B, BEFLRAOR
E/EM. HeFH EHOEE, HeFH EFORE L BAOREERZEEDRE L, ~—

254D LDL-C fi, N—RX 54> ® LDL-C [E:HAOREERZHERL L
MMRM (3545 80 1 1L 84858) -

F7o, WE 24 BERETOR—RAT A5 LDL-CHEOELIZOWT, JIREBED
JAS HA KT A4 2012 ®H T 2 Y —TRAML UTHIT LIRERIZBN TS, 7
U —H OAHF| D LDL-C R T2IRICIT—BMIFRD b i,



JAS WA RS54 2012 DHF Y —BIDR—RATF A b
#E5% 24 BB E T LDL-C (LR (ITT)

EERE R D — KT
HeFH B& BEEoH D 7Y -1
non-FH &% @ non-FH B&
il %% 27 14 102 »
N—=RF A OfE (mg/dL) 2 150.9+40.0 120.7+20.4 141.3%21.4
24 @R R OELE (mg/dL) e —82.7+7.1 —80.9+8.9 —93.8+3.8
24 BEFROEILE (%) b —54.8%+5.0 —63.4+6.2 —67.1%£2.7

a: FHE T IEERE

b: RN REHE B R E '

oI BERH, WA BEHLBEOREER, JASTA RS 212005 2 — JAS HA K5
A 2012 08T Y —LBEOREER, REBLEEOREIERD, WEHE IASTAL FF
A20120H7F) —RRORAERZEAEDRE L, X—2AF5 A4 O LDL-C i, X—2A
T4 ®LDL-CELBEAOKERRALZIER L L7~ MMRM

(Z2H)
BE 52 @8BS COREFELIT. 75 B AREE 83.3% (60/72 1) . AFIRE 90.9% (130/143
Bl ITRD BNz, WTNADBET 3% U LR ONIZFEERIITEOLEBY TH

27,

WThPOHT 3% LIZRBD b e A EER (RSAEMATIRER)

75 REE AFNEE
5% 72 143
FYIEEDS 26 (36.1) 65 (45.5)
HERE 4 (5.6) 18 (12.6)
HESEALR IS 3 (4.2) 18 (12.6)
PERIR 4 (5.6) 12 (8.4)
HEfE| 5 (6.9) 11 (7.7
= = 5 (6.9 9 (6.3)
NHEEZ 4 (5.6) 9 (6.3)
:Ees 1 (1.4) 9 (6.3)
H“ig 3 (4.2) 8 (5.6)
HRER 1 (1.4 7 (4.9
2 BIEFR IR 1 1.4 7 (4.9)
EyFa 0 (0 6 (4.2)
BEK 3 4.2) 5 (3.5)
1=p 2 (2.8 5 (3.5)
TS 2 (2.8) 5 (3.5
TH 1 1.9 5 (3.5)
EEMED F ()] 5 (3.5
EAEF HEAE 0 (0 5. (3.5)
e CK #4h0 0 (0 5 (3.5
RE & 6 (8.3) 4 (2.8)
LIEHE 4 (5.6) 4 (2.8)
A% 3 (4.2) 2 (1.4)
A IR W 6 (8.3) 1 (0.7)
EHMT L LF— 5 (6.9) 1 (0.7
o E R EE E 4 (5.6) 1 (0.7
RE ARk 3 (4.2) 1 (0.7)
Hi%k (%)



5 2 WERE TORBREORRBEFENGE TERWVWEEFERIL. 77 EREE11.1%
(8/72 1) . AFIEE 20.3% (29/143 ) @D BTz, WTFNOADORET 3% LIRS 5
NEBREOREBRAEETE R2VAEELITEREIES (75 £ REE 42% (/72
Bl) . AFEE 12.6% (187143 B)) T oz,

(2) [ENFEMIEFRER (EFC14305 35%)

[FRBROME]

AZF PN OIEERTRIEXIIBRABRZ F UL (T MAREZF Y 5mg) IZ
XY LDL-C fEAS JAS # A KT A > 2012 D& BIEEE TIEF L7\ HeFH B RO
DA EA N b OFBLY X2 AE VY non-FH BE &b, B 30 MR BV T, AH
® LDL-C (& FIER 2 MFET 5720 OBAE AL —EER T 7 & Rt B TRER LB R
DSEME T,

4 BEL E—EDORZF A OIRRIETRE (7477 — FREH, =€F 17 UL
REFE) X7 MAARREF 2 5 mg THREZZITTWAEBEIIR L, REE MG L
FEE. AKI150mg % 4382 1E (Q4W) ., AAl 150 mg % 2 #ic 1| (Q2w) Xii~’
S RE 12K THRE L, 2BEUBIIETOREICHESHR T TAH 150 mg Q4W

GESHH 8B ETIAS A R4 2012 DFBBAEMICEEZEL TOARWES, 12

BRI 150mg QW ~HE) % 52 @M TG Uiz, FEFMMEAIL, &“ﬁ?& 1238
S ¥ TO LDL-CEOR—R 5 4 U InbDOELRE LT,

KL B BEDORRIZY 2> THE, 202l £ HeFH X WM non-FH B T, 227 Y
— =V VR T ORI Z e hRMG L Sk,

(E e BIRE )

- HeFH ¥ (WL, BIZTANT UL IAS A K Z A > 2012 125 < Bk ko
RV, BERZHEEICES L WISIEREMLERMIZ XY HeFH 2388 < @b 3
BAX, A7) —= U FHRICEEBE TR EIT O 2 & & &hk,)

DFRZE, RRERE, BOTERI (REOTEIREN. EBIR A <2
%), REMOIEREMLREIZL Y B SN ZBRMNICEE R EEBIRE B ORE
¥ %A% 5 non-FH B#

JAS TA R4 2012 D—RFEEHT IV —IMIICpFE SN FER (B d:ANze T

(LB REER O — B RE MASEZ IR <) . R 1S BIIRE S, B, (RSl

%5) DR IIERET ((1) NIPPON DATAS0 I2 X % 10 ER O BBIINREBIC L 5
FETHERA 2.0%L L. (2) NIPPON DATAS80 2 L 5 10 EE O FEARE BRI L BT
FERN 0.5%LL L 2%RFETH > T, ROEHED > H 1 DL %=, O HDL-C
MAE (% HDL-C 40 mg/dL #Ki) . QR EMHEAREBRIKE (68 1 BEREBE T

8



b2 T, SSIERAKMO BT 65 mAiE Okt . @R (IR IEE 126
mg/dL K, 75 7T LBEART 2 FERHIEAS 140~199 mg/dL)) %A 9 % non-FH BAH
3% LDL-C {73 100 mg/dL LA I (HeFH 8% XL BRI A OB %47 5 non-FH
B&) LM% LDL-C A 120 mg/dL LA LD BE (JAS HA KT A2 2012 D—IK
FBiA T 2 —INIZ S E 72 non-FH B3)

Mg ~Y 7 Vt&Y R3S 400 mg/dL DL F DB

AL F ARBBHIE LS RV IUHMERER Z F o bBENTE A2 WER L7258
ToRF%1 U LETHHRE

(2]

AL F L OBEREZ LN HBIER GBEUE. ALT, AST. yGT. ALP X
i LDH fED EH, R4 F 2L > THR SN IFlEEE, CKEORE.
BHGEEOERS) REOPE

CYP3A4 JHER| (GyEimf, 7V — L RHEEHEUIT Y Ru<A( )
X374 75— RERIE RS

FRHEREREE SUSTHRE R (TEIART. B2 Shi-MofPRR,. fioE
RNz B L 7= AP RERE E D BEE 2 B <)

BRI E ST B R A (RE2SHE LT 2 B AR E OB 2 R <)
FIR R B REAE T '

AR . UL 2ol o (ZefE R m B EAS 110~125 mg/dL)

WS RIR B

BMI 7% 18.5 kg/m? Fiil D Bl

LREFEEERN, REZFAREBRHEE LS ROV ITEHAEBEX X F i
DB TE ARV & U CIRBRETIENN /4548 A 03 [E 2201 KT L - B
i3]

BIMER OR MO EBE R XRERMIT, 772 REE 56 6, AH| 150 mg Q4W Bt
54 1, AAH 150 mg Q2W & 53 FIDOF 163 I TH -7, D 55, HeFH FBEIX 38 fi
(233%., 75 & REE 14 ], AH| 150 mg Q4W BE 11 i, K| 150 mg QW B 13 61) T
bolo, EEAERR CTORERTREZ, KAEXZF 256 6 (344%), A& F
YUSOREEIET D 79 6] (48.5%) [=EFI7 32 il (19.6%), 717 7— hREK
#l 47 1 (28.8%) ). BEEEDLN 28 #l (172%) Th-7-,

(B ZhiE)

FEHMMER TH S, 5 12 @A TOLDL-CE (BHE) OR—25 42
DOERIZ, TROLBVThHY, AENIZT SR L LB L CHZIZ LDLC [EXET
SHBIEBRRENT,



5. 12 @RS E TO LDL-CHOR—R S 4 U bOELE (ITT)

T5 e REE AF| 150 mg QAW B AH| 150 mg Q2W B

_R—2Z A E (mg/dL)

FF - 56 54 53

I EHEERE 149.4+32.6 154.2459.5 149.2 +31.1
12 @RS OfE (mg/dL) :

E- G ' 55 53 51

A EHE RS 141.5£36.6 91.3+64.1 46.6+25.8
12 B EOELE (mg/dL)

LIk~ 55 . 53 51

PAEHFERE ‘ -7.0£23.4 -63.6+30.9 -103.6£23.0
12 @R EDOELE (%)

e v 55 53 51

A EHR R E -4.3+15.6 -43.2+20.6 -70.0+13.3

B/ R EHEYERRE ¢ 43422 -43.8+2.2 -70.1£2.3
TIEREDE:

e/ R E = -39.5. -65.8

[97.5%CI] , [-46.5, -32.4] [-72.9, -58.7]
p fE p<0.0001 p<0.0001

a: REEE, BE (B5% 408, 8, 108, 12EE), X¥FUREOFE, REHEBEOR
B, A FUBREOFELRBAOREER. X—AF A ®LDL-CfE, ~—RX 7 A ¥ ® LDL-C
ELEEROREMERZBEEDE L Lz MMRM

(&)
“EERY (85 2EET) KROONEEEFROBREEGIL. 7T B ARE 46.4%
(26/56 ) . AH] 150 mg QAW #¥ 51.9% (28/54 ) . A<H 150 mg Q2W B 47.2% (25/53
#) THY, EIRBELRILUTOLEY Tholz,
CEERY (35 2EET) CEDLhIIRAEES (LMK

7T e AR AH| 150 mg Q4W B AFI 150 mg Q2W #
GESS 56 % 54 45 53
7 A Vv A RGBS 16.1 (9) 148 (8) 15.1 (8)
MHEE 2% 0 (0 56 (3) 0 .(0)
5RYE 1.8 (1) 3.7 ) . 1.9 (1)
Pk 0 (0 37 (2 0. (0)
B{E 0 (0 37 ) ()
FELR R 1.8 (1 0 (0 7.5 (4)
ek (1)) 0. (0) 38 ()
Mg 0 O 0 (o 38 ()
i 54 (3) 0 (0) 1.9 (1
D E 5.4 (3) 0 (0 0 (O
RA& & B 4 3.6 (2) 0 (0) 0 (O
FRAEEE 3.6 (2) 0 (0) 0 (O
E ) 3.6 (2) 0 (0) 0 (0)

% (FiE)

BBRELORREBIEETE VLB SNZEEERIL, 77 2R 7.1% (4/56
Bi)) . AHl 150 mg Q4W  5.6% (3/54 B) . Al 150 mg Q2W ¥ 3.8% (2/53 #l) 158 ®
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b, 2055, 2 FILL RIZRR L 72FRIT2 < FEOHREKIIERIZERD Hitih
> 7,

FERY (BE 12805 64BETO 2B IIXIETOBRELT Va7 i
5énto_®%ﬁuwb6ntﬁ*$%powf Ea@%@ﬁ "L OEBEIEIL. T
7 & REE 66.7% (36/54 ) . AHI 150 mg Q4W Ef 68.5% (37/54 ) . AHKI'150 mg Q2W #
72.0% (36/50 ) THY, ERFHILUTOLEBY Thotz,

FERWY (BE 128»D 4BET) KBHLAERFEFER (Z2AEMITHIREH)
BRI o5 2

- ZIE%IJ 15%% mg Q4W AFH 1sg¥ mg Q2W

%% 54 54 15 50 %
7 A VAN BRI R 29.6 (16) 37.0 (20) 36.0 (18)
R 0 (0 9.3 (5 6.0 (3)
B 1.9 (1) 74 (4) 4.0 (2)
K[E XK 56 (3) 56 (3) 20 (D
VLD 37 (2) 56 (3) 0
| 7.4 (4) 3.7 (2) 10.0 (5)
AR 1.9 (1) 3.7 @) 6.0 (3)
FER A 19 (1) 3.7 () 2.0 (1
me CK 0 3.7 (2) 3.7 () 0 (0
SO S 1.9 (1 3.7 () 0 (0)
RE s AT 1.9 (1 3.7 (2) 0 ()
BEBHRBLR 0 (0 3.7 () 0 (0
KIBRY —7 0 (0) 3.7 (2) 0 (0)
A VI 1.9 (1) 1.9 (1) 8.0 (4)
{EF% 0 (0) 1.9 (1) 8.0 (4)
NER 0 1.9 (1) 6.0 (3)
flnt2 S v 3.7 (2) 1.9 (1) 4.0 (2)
BRI % 0 (® L9 (1 40 @
RHRAE 3.7 (2) 1.9 (1) 4.0 ()
THI 0 (0) 1.9 (1) 4.0 ()
BN 0 (0 1.9 (1 4.0 (2)
RZIg - 3.7 () 1.9 (1) 0 (0)
g 56 (3) 0 (0) 6.0 (3)
»5 37 () 0 (0 6.0 (3)
=L 1.9 (1) 0 (0 6.0 (3)
e 54 0 (0 0 6.0 (3)
FE OB 1.9 (D 0 (0 40 ()
HEERkZE 0 (0 0 (0 4.0 (2)
FEMEA 3.7 (0 0 (0 2.0 (1)
DI SR 3.7 (2) 0 (0) 0 (0
% (FiEK)

a: FEREIIRTOHTER 150mg QAW %5 GESHRE 12 @B EIC, A% 150 mg Q2W ~HIEFT)
FEBRMIIBITAIRREL OREBERNTE TRV L AN-FESFRIZ. 77

REE 5.6% (3/54 151) . AF 150 mg Q4W R 5.6% (3/54 45) . A 150 mg Q2W ¥ 4.0%
(2/50 ) DBREIZRD LN, WTNOHOHT 2 HILL EIZRD SN 1RBREDO KR
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BABETERVEEESRIT, BRSNS (77 2R 1.9% (1/54 1), A% 150 mg
QAW £ 3.7% (2/54 i) . A<A] 150 mg Q2W & 0% (0/50 B1)) TdhH -7z,
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4. HEFRITHOWT

AEINERE & 72 5 BE OB K ORI OR 5 2 Bh+ 2 WL EYIiTbh s = &

BRODOND, 7o, AFINEIS L 22 BFEDEL L, REINRERRLEL 72 5 ATHE
EREW e, REIERA OB b > Td, BEEE~OT 7 & 2 OFMEMITHEE S
NOMERD D,

1) BEORWKIZHT=>T
O HWRIZOWT

ABDERN iz > TOF4y 8% U, BIRTELIEIE B OQIEN Y 2 7 3 %
T2z, VAZRT & LTORERYE, BRR, BIEE, BIEERme
YO+ IC B U, BRTCIERBORBETS - IGRO- D OBR LY L
TW5, —ED#EH B0 2 HT2EMBTIBT 3R THD 2 L,

(X1 ERGFIRE%., e FULOBEIER2A TS &, 7. 6D b 3 EL LITHER

L EXIIBIELRIZET ABEREELE T2 &,

BIREEAL R B OAFER U R 7 5D —oDEHE L LT JAS H4 K542 2012 O
NEZEE L, BIRECMREO NS Y 27 2 L, BEREEET D 2 28T

* HEMASTRT SR CTHD = &,
FH ~DRICONTH, YFRBOBEOBHERE S 5 EMAFTET
HIEHRTHDHZ &,

ERdn Y 27 EHEEE (RMP) O T, AHORGEIRGEHR OR M L A3tk 2 3
THEOORERFRABELENFE LN TWVWAZ D, UAE S HYICERET
XAMHRTHDBZ L,

@ BRRNDOERDEREERDOEH IZOWVT

RMP OZEMMRFTEIEICFER S BWERAICR LT, Y ikhtiak Tk BEE ok R oo
%Wﬁ%ﬁ?é@%&ﬁ%b\@ﬁ%@%ﬁ%ﬁmuﬁbfhﬁﬁoiﬁ%ﬁﬁ\

HIHEIRLEDN TX D EHINE->TNE Z &,
%ﬁﬁ%%m%wﬁ%@ REMEOEFHIFEROEEZAT
FEEGPRE LILGAIEY 2 G & 5% 5 o
WER, ERAOKEHBIESTWEZ L,

&RV HMER TH

5z
T LEDEEMNE

v
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2) BEOHRICHI->T

(1) BEOBRBICHT-> T IR ENEGEZHMAITHE THLZ L XTl) O

TR TR L BEE L 2 N TE, UTOBHEEZHITHETHD I L,

D HEBkizoWT

*

EalAFo— VIEBREDOBDERBRA+SICHIEMBETBRT A Z &,
ARHN DL EAHE & EHHTAT - 7= £ T, BEKGEORIEIC DWW TOHWT & B ENAT
BN TEAEMPBFTBTHIHRTHDHI L,

@ BRHOEEMEREHROEHIZONT

RMP DORZEMHRINEEICH SN ZRERICK LT, MR U B AR
OHEMMEEZ AT HEN & EE L, BHEAOZECAINICE L THRERUCIBEXIT.
)22 B TE DIERIBESTVB T L, |

BRI SR O DB IME - REMWEORZNFROEERLITH Z L RUBHERTH
EELNREAE L BAIEY AN L BEEFE 2 HONIITI 2L EOERR
BHEE, HROKHINESTWNSZ &,
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5. BREXRNZRLBRDHBE

[B#ER Iz >\

AFNT, DMEA NV FORRY 27 p3EL, (1) REF U ORKMHE @2 % —E
HRRA L TV B XX (2) AZ F 2 X DRBEDEYITIZRV JAS F A KT A 2012
DIFEEHASE (REDSELSR) ICHELTWARVWE 2 VAT o—/ViEREIC
MNLUTHERTSZENEETH D,

AR OBOE 2 ¥ 55T, & UTRERHEBREEIZE L T\ FH BE, BBk
KEROBEOD 5 BEMEESND, ERITHY LRAVOME A N> NORB Y 2730
B2 BB nonFH BEICHT BHEAICHoTE, RFF DT FET TR
LB LR BT 20 Y R 7 7 7 ¥ —OEBORREMECTHHT 5 2 &,

(F2) BAMAEE T, BECLZEEARRO ) X/ RENR (S, BREEED) RXrEE

L. EMBE0BFEICL > TINY HEET2 2 L ATEETH S & Wi L AR T,

AHOBEOEEDOHIMIZHT- > Tk, UTOBHL2HERTINENRD S,

1) non-FH BE Tk, LMEA XY OBV R 8@ L, VRZEIIZHIZ-T
X, UTOVRAIHET%2 12U EFETHIE2HBE LTS,

O HEEIRER (LEPIMEIZRTT 2 EEBIRE RN 2 & Te) OBEERE
@ FELJRIERIEZE DBELRE

@ WERIF

@ BYERBR

® FMEBREE

2) BKMAE ®2 o2& F & —E#E FHAE, LROOXIIQITHY T 585D
ROV T, HYERMAER 50 2828200 & 1l 28/, Thisos
FEOFERIZOWTIE, JRAIE LT3 »AUE) #E5ELTH, [REEEBEMICRE
LTWeWnwZ &, £, AREERNZE, AFZF XM T, = EBF I 72T
HZELBETHZ L,

3) A F UL BIEREPES R2VBFEIZOVNTIL, UTFTOWFhNEYTs L,
B, BEDRZF L OEROHBZEEERGE XIIHED R Z F v DRI DK
B 2EAITIE. ORXF F o ORERREEDL HTRET S 2 L,

O BUEMOBESRICI Y AZF U OERRRETHD Z &,
@ REFLOERPBEREENTNDEI L,

4) ®=A VAT u—/VIERROEARTH 2 RFRE, EBRE, SR U OB R
WEHERB DY X7 77 7 #— (WERIN. &IERE) OB E S 7= NRETEEH
FH3IATN TN B Z &,

X2k, BRMABRDAZF U2 RA LTV 0L TIREEENA TR
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DLV AT —/VIERETIX. FHZ% S Z EBREETH S 2, FH BEODER
BE+SIBTAEMEMRTIZEOMETTEH &,

(%) TEERBIZL AT O ) A7 ICESIREEEBEM JAS VA KT
A 22012 BHE)
1) HoFH % 9 : LDL-C 100 mg/dL KW I IBBRATME D 50%Am
2) HeFH B# &9 : LDL-C 100 mg/dL i X IAIRATE D 50%AKH
3) BEIREEOBEFEREDH 5 non-FH B : LDL-C 100 mg/dL FJii
4) —RFBEOEEIREEMEST Y A7 OhT Y —MIZEST 5 8E BRI, 18
PER B, RO RMERIEZE, REBIREROWT U OBREN H 5 8%, X
PRI . BUEREORE, NEHIMER CMIF 2 VAT v —) U EEIZES
< EEHREKEBIEC OHext Y 2 7 5T ¥ — b D 10 FROEBRE B DT R
2% BIZES T A BE JAS HA KT A2 2012, pld KU ple #5MH))
: LDL-C 120 mg/dL K3
(#£ 3) HoFH BE OBUTEAE : MiFER 2 L 27 o0 —1ER 600 mg/dL 2L E, /NEMABERO LN
% EEME & BIRIE LIRS, MRS 2 L AT 0 — VIE~T 2 EA 1 & OBKHE
RETHI LENDBERBE LTS, 28, LDL RBHRIEICED 2 BET OBIG T,
HAHVILDL 2R BEEHORFEIZL Y EZHIRAHETH B,
(H 4) JAS HA K5 A2 2012 TiX HoFH BEOFBEEHE BEZEOTHIT2VA, BRELT
HeFH B# OREEH B IEEX /T 5,
(# 5) HeFHBE (15mLl L) OBMEE  SITFO3HEANS 2IRANE T 256020
%, FH BV ORI BETREICLABEE2ITI 2 EBEELY, EL, REER=
VAT o—VILEZKRL,
@ & LDL-C IJE GRisER DM LDL-C E75 180 mg/dL L4 |)
@ BEEME [F. M. B L ORBEEES BT F L XIS GHREICLY 9mm
UETBEETS)] H5VIIREREEAE (RREAEIEER)
@ TH b3 VIZRREHEHIRREE (B 55 R, Zoik 65 5Ril) OFERE QRLEUN
31183
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6. BEZEBLTHETREHIE
O BHEFBRIZTONT

HoFH % 3 B#F 21T 2 AFOHMER OL&MIIRF S h Tz, LaLas
5. AFIOIERMFF 25, BRRMIZ HoFH & 2 S -8B Th->TH LDL-R DFF
ENTFREINDBE T, AROFIMEIYHTE2EEZLNS, FEL, —&
O HoFH 4 (B 2 IZHRESS 2 /KIB! LDL-R) Tik, BLEEME TR DA ZHE T
BHEZ GV, BeEFT P AEEE 2 EHICRE L, A#| D LDL-C DIE T /EH A3
HoRRWEETIE, BRLESETICHIETRETH S,

AHN DRI 5 LIRBUEDBEER O & 5 BE IOV TRAFOBRENER TH S 7=
B, |BELRWI &,
BEEOBREFEEICOVWTIIMEARRE 2V L bEEIIRE T2 &,
ARREICL D.0ME A X bR OEBSRIZOW TR EN TV RN, &
fex . BETOR TV BRARBROBREZERTILNERS 5,
BRBELMEIRBIRIED /A ) A 7 BEORIEOFEM & 6%, BEEZESORFRD
TARTA V2R THI L,

@ ®EFETONT

ALF v OBREPEERVEAERRE, RZFULBRATE L,

LDL 77 = L — ¥V AFERITTROBEIZBWTYH, REOFHERIFECTE D,
LDL 77 = L—L R EHFAT BBA1TIE, LDL 7 7 = b — 3 ARETHRICAK 2 1%
545z &,

WA SCEIT N 2|, BIERSE 5 SR 5 BRI 35 & ARHI O R K OSEER#
D= DM BEIRERETDICEE L ThOFERTE &,

AHIDO RMP % 3 L, REMRNEELHRT I L,

B &5z 20T, SERGEAGRRIC I 21T - I IERRBR TR e SR s h
T3, HEEEIBEOREEZM LT EZ LN D, HOREEZEHTBIC
Bleo T, EROZYMLEEICRE L, BEICK L GEYLEE. JIEEE
WETHZ L, -
ARIDOEEIZ LY LDL-C B ARIBICIE T+ 5 WM 5. LDL-C DR/ {EHEA
BHIMERHT 52 &0, BEERUDEREERTZE T 2BFIITAHEA%E. BERMIZ
EDORREBELY X DNITARTIIRVZD, BELUTBETS 2L,

B3
1) BASEE - Tk 27 42015 A O BEEKTE
2) HAFARE(LFS  SAREE(LEEREB T A KT A 2 2012 FEAR

17



= i _.-l-

_-. .-- L e i . ‘- e =i .-! I-._
.-I-. + '-J-.r B e e Rt o Hr' ..'I- a s J.'"

et e e el

.--" L -I-.' u o
e ﬂ#w'tﬂl--l, e S et 'H.. P __.q._:.;_.l-...-
: ...'I w‘rm IJ- 1 :E. I

J-I'.rl.l B i ——
ﬂmE.} RIEEE
-l.l—l' .-___.IE_
ﬁ.-l-ll.i'l.r
e e |.==-'=i-'-

' :'I ar "I-!.":. N

.- n .I .t-I - u n .‘-ﬁ.d .I' .II. .I. N I. . E‘ h- ‘

1 . .. W' Ve -.!:il.;:h,_.l

.-.l_-|-|- -I'._I- -1
g l:‘-""'" -

.-__I-f-|'-|

fie o
!!:—_:-.- :_"'.i'ﬂ"'" -_

-.lll ml% -r}:.-l-

-
L
n
u sl.



