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Year 1 Year 3 Year 5 Year 7 Year 9
Diet group
Patients * 3814 3627 2604 455 237
Actual visits' 3705 3354 2291 447 222
No lipid-lowering drug 3070 (83%) 2398 (71%) 1518 (66%) 259 (58%) 115 (52%)
Pravastatin 311 (8%) 586 (17%) 520 (23%) 147 (33%) 86 (39%)
Other statin 20 (1%) 49 (1%) 43 (2%) 6 (1%) 5 (2%)
Other lipid-lowering drug 304 (8%) 321 (10%) 210 (9%) 35 (8%) 16 (7%)
Diet plus pravastatin group
Patients 3678 3473 2545 467 259
Actual visits' 3574 3251 2252 451 242
20 mg pravastatin 230 (6%) 461 (14%) 374 (17%) 114 (25%) 54 (22%)
15 mg pravastatin 4 (0.1%) 12 (0.4%) 10 (0.4%) 3 (0.7%) 3 (1%)
10 mg pravastatin 2896 (81%) 2322 (71%) 1522 (68%) 285 (63%) 152 (63%)
5 mg pravastatin 265 (7%) 207 (6%) 130 (6%) 15 (3%) 7 (3%)
Othe statin 6 (0.2%) 7 (0.2%) 17 (0.8%) 3 (0.7%) 5 (2%)
Other lipid-lowering drug 4 (0.4%) 29 (1%) 22 (1%) 8 (2%) 5 (2%)
No lipid-lowering drug 159 (49%) 213 (7%) 177 (8%) 23 (5%) 16 (7%)

Number at risk of total mortality. 'Number of patients who visited the hospital. Any patients who fitted in several categories were assigned

to upper category in the table.

x2 BRI 6 FORRT24260A0 Y NI 2F L EARL TV,

Year
0 1 2 3 4 5 6

Simvastatin n=48,428 39519 32,900 28,981 25,461 22,823 20,518

5 mg monotherapy 1,729 2,081 2,069 2,025 1,966 1,812 1,668

10 mg monotherapy 1 168 249 293 295 261 229

Other monotherapy
Simvastatin monotherapy total 50,158 41,768 35,218 31,299 27,722 24,896 22,415
Simvastatin+ other lipid-lowering agent 1,163 1,688 1,968 2,133 1,993 1,813 1,845
Other lipid-lowering agent 0 56 235 463 509 525 814
No or Unknown medication 0 6,576 10,419 11,655 12,074 12,190 11,821
Total 51,321 50,088 47,840 45,550 42,298 39,424 36,895
Simvastatin total 51,321 43,456 37,186 33,432 29,715 26,709 24,260

5mg (%) 49495 (96.4) 40,946 (94.2) 34,561 (92.9) 30,694 (91.8) 27,065 (91.1) 24,246 (90.8) 21,994 (90.7)

10 mg (%) 1,825 (3.6)  2332(54) 2365(64) 2422(7.2) 2334(7.9) 2183(82) 2,018(83)

Other (%) 1(0.0) 178 (0.4) 260 (0.7) 316(0.9) 316 (1.1) 280 (1.0) 248 (1.0)
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2834 5635

Y INAYF 98% (86/83)

94% (83/88) 93% (79/85)

T RIVNAYF 100% (84/84)

96% (81/84) 98% (80/82)
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CQ1-3 : NRDEH
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72X ALT). BIERAS3 61 (e 2 40, i 140), fi
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Poor compliance Good compliance

(n=1,114) (n=1,105)

Coronary events

No. of eventgs 33 32

Adjusted RR* 1.00 0.75

(90% CI) (0.68-1.48) (0.50-1.11)
Cerebral infarction

No. of events 20 27

Adjusted RR 0.83 0.74

(90% CI) . (0.52-1.33) (0.48-1.14)
Coronary events and cerebral infarction '

No.of events 52 57

Adjusted RR 0.92 0.73

(90% CI) (0.68-1.25) (0.54-0.98)

RR =relative rink; CI=confidence interval.

*Based on the Cox hazards model controlling for age, serum total cholesterol, serum HDL cholesterol, body mass
index.angina pectoris, hypertension, diabetes mellitus, prior use of lipid-lowering drugs, smoking, and alcohol use.
"The uarlier event was conted in the case of concurrent occurrences.
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AYF G EDRIAERGLOPR T, FEHTE
T Y ARMADOHEDORE DD E LT, HkEE (H
RHIE T Lo HREFER, iE7 L7 F 3-8
(creatine kinase. CK) fH 57 EOMAEILE) .
# LR, FRERRRESSRT O NY, 8515, T
VA BT BEBRTORY F o HFG5BHEL0H ALY O
BrmEREICL L, AFFUVMEAERRIZL D
MR B3 4R D 17.4% T N SERKGE R HEF i, ik
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BHETH -7 W) BIHZ Y AN T T AT 3 ¥~
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BB TV a— VAR, R ES), SRR R 8%
ORI G ShTwaY, Zofl, sEmtam s
F h 71— 2 P450 (CYP3A4) DORBIZART 53K R
solute carrier organic anion transporter family member
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HMAGLEIZ L YRR LT 248 () 2B L7,

5.1.2 X&F R EFIEIR

A% F v BEEIR (statin-associated muscle symp-
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Study, Year (Reference)

Statin Users Nonusers
Dementia
Rea et al, 2005 (17) 466/2798
Zandi et al, 2005 (13) 8/481 174/2816
Szwast et al, 2007 (15) 3/250 29/742
Woloozin et al, 2007 (14)* 3361/835 049 3359/394 739
Smeeth et al, 2009 (16) 407/129 288 4765/600 241
Hippisley-Cox and Coupland, 2010 (19)* 8784/2 004 692
Beydoun et al, 2011 (20) 252/1560
Parikh et al, 2011 (18) 5316/151 467 9264/226 371
Ancelin et al, 2012 (22)* 483/7056
Bettemann et al, 2012 (21) 523/2587
Random-effects model
Alzheimer disease
Rea et al, 2005 (17) 237/2798
Zandi et al, 2005 (13) 4/481 98/2816
Arvanitakts et al, 2008 (30) 16/119 178/810
Smeeth et al, 2009 (16) 43/129 288 682/600 241
Sparks et al, 2008 (27) 4/727 20/1243
Haag et al, 2009 (29) 466/6992
Lietal, 2010 (28) 263/3031
Beydoun et al, 2011 (20) 178/1561
Ancelin et al, 2012 (22)* 332/6859
Bettemann et al, 2012 (21) 353/2587
Random-effects model
Mild cognitive impairment
Yaffe et al, 2002 (34) 37/583 42/454
Cramer et al, 2008 (35) 28/452 102/1222
Sparks et al, 2008 (27) NA
Beydoun et al, 2011 (20) 133/1308

Random-effects model

Events/Total, n/N

Adjusted Risk Ratio (95% CI)

m— 1.08 (0.77-1.52)
I | 1.19 (0.61-2.34)
| 0.31 (0.10-1.00)
}—'—H 0.73 (0.42-1.27)
H%i
™
|
|
e
]
2
R

(
(
(
(
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0.89 (0.84-0.94)
(
(
(
(
(0

0.41 (0.18-0.92)
0.88 (0.85-0.91)
1.01 (0.69-1.48)
0.71 (0.54-0.93)

0.87 (0.82-0.92)

: 1.21(0.77-1.91)
1 § | 0.19(0.48-2.96)

(

(
}—-—1 0.91 (0.54-1.52)
}—-—{ 0.81 (0.55-1.19)
< ; 0.33 (0.11-0.98)
e 0.57 (0.36-0.90)
%-% 0.62 (0.40-0.97)
< ; 0.30 (0.09-0.95)
}—-—1 1.14 (0.85-1.53)
»—-—1 0.69 (0.49-0.97)
’ 0.79 (0.63-0.99)
}—-H 0.67 (0.43-1.05)
e 0.56 (0.36-0.87)
e 0.82 (0.48-1.41)
%-% 0.71 (0.33-1.52)
. 2 0.66 (0.51-0.86)

T
0.125 0.250 0.500 1.000 2.000 4.000

Favors Statin Users Favors Nonusers

D
A

EFICED I bas

BHR SR, 73:2:“’6‘3650

5313 VAFITA v ZLE2—DRE
—WDIATFIYTFA v 7L a—Tld, A¥FICX

%

i1
Ar—

FRHVE DB DV Tid

YR THEBEEDME T L, LA ML

AEMIS e ST W v, GRAN
AEAMG A3 7 S M 7z27#F (RCT 3 . ﬁmﬁnmﬁ
Aay bua—)v 40 BERTIORTZE 4 1) OBFZE

Y7F) AT, T HEIZETFT U ALXLVT if;u\yy

12

(@57 & ¥ 51F)

AYF N3P LB FDAPEET 5 L O il MpsE~
DEHBI hiro 2 L MEShTWDE (B2)7, 5512
Swiger 5 M20134F 4 H25H F ¢» MEDLINE, EMBASE,
Cochrane Center Register 2 b S L2V AT<T 4 v
7L 2=, SRS (1ERE & B
M2ty (1EMDLE) 12300l nshTnb, M
G- OB OFTIEE & LT, 2966811253 2 B 45
FEHRA (DSST) % W7 247 - 72, %@%‘E%

A5 F PG EE. T RRBETIEY S AT



A8 F VAN HE$2018

M3 X&2F>EHDDEEFE (X2T7F1 Y X)

Odds Ratio IV, Odds Ratio 1V,

Study or Subgroup  log [Odds Ratio)] SE Weight  Random, 95% CI Random, 95% CI

Feng L -0.34 0.16 21.9%  0.71[0.52, 0.97] 4+

Lindberg G 0.06 0.15 22.7% 1.06 [0.79, 1.42] -+

Otte C -0.4 017 21.1%  0.67[0.48, 0.94] -

Pasco JA —-2.04 096 1.9%  0.13[0.02, 0.85]

Stafford L -0.54 072 33% 0.58[0.14,2.39] —

Yang CC -0.92 0.35 10.4%  0.40[0.20, 0.79] —

Young-Xu Y —0.46 0.2 18.8%  0.63[0.43, 0.93] ]

Total (95% Cl) 100.0%  0.68[0.52, 0.89] 0

Heterogeneity: Tau?=0.06; Chi*=13.34, df=6 (P=0.04); I’=55% 0.51 0}.1 1 10 180

Teat for overall effect: Z=2.78 (P=0.005)
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CQ2: HARANIZBIF B A Y F ANy (ARG A EE) (. BIIRGEALPEC AR FRRIAR. & 512137k
R RIZT 0 ?
CQ3: HRNIZBIF B A% F U Aif (IRAMBEHEE) ~Oxfi ?

1. FHENE
FEHHAM : 20184E3 H —20184-6 H
Fik
@® FRECQEMEIL L., HLAN - Byl L% i L7z,
@ PEHiE - PubMed BRI 2 MR & 1B L 720
® BEHEE - MEDLINE (PubMed) % HW72SCHRRER, SCBRA 7 ) —=> 7 (LY A MV EPERIZ L 5
IRAZ ) == 7, E3GHMIIC X B 2RA 7 ) —= v 7)), A 247 - 720
@ WA R 72 L7230k S, =% B L7,

2. HER

PubMed Z vy, HAREMNIZBEWT, BRAREREESSE (CIEREOMAEIMbDE V) 25 L L
T2 A8 F v O - Bt BGE L7 AL ILEGER. 2 — MR 2R L7z 8 LHkATE 4 L.
W74 Y OWNFRIZ, 60 DEIEAILILERAE, 200 2k — M TH o 720 BN h o EIVEH %
BRL7 Fe7 5y 20Ttk LZEIEH 5 b 0D, Rtz ek L. TOHER T# L oA E
AL 725EIE 4725 e o7,

EHaEE W ME T, 2RA 2 ) ==V ZOEBE T, £ TOXEDERI S L7z 70, 804 I F it
ENEBE NG E LARETIE, 27X Lz o T, 10061 L E0RESI 2 x4 & L 728k 1%
TXWRD > 720 LI CQIEICRIET 2 IO W THRET %,
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CQL. A (k) OHHEEIZOWT
Y UNRE T
@O 20l NOPRERFREBF 2R E Lok — MFZEICB VT, 1250 A B oBEMF. 9B CREORIME
B O S N7zHhS, HilflidZeA>- 72 (Clin Ther. 1997 May-Jun ; 19(3) : 487-97.) .
@ 2RI ANOPFEREHERE Zx G & Lz am— MiFge (J-LIT) 1I2B W T, BB 6EDREITT, 36895
AT+ B—T v TENTEY, ) H2UW0ADY Y NAYF V2NIRL Tz (F£1) (Cir J 2003 ; 67 :
287-294)

T1 JLTICHWT, BERBG6FEDIFSRT24,260 A0V > INZ2F L E#RIRL TU /=

Year

0 1 2 3 4 5 6
Simvastatin n=48,428 39519 32,900 28,981 25,461 22,823 20,518
5 mg monotherapy 1,729 2,081 2,069 2,025 1,966 1,812 1,668
10 mg monotherapy 1 168 249 293 295 261 229
Other monotherapy
Simvastatin monotherapy total 50,158 41,768 35,218 31,299 27,722 24,896 22,415
Simvastatin+ other lipid-lowering agent 1,163 1,688 1,968 2,133 1,993 1,813 1,845
Other lipid-lowering agent 0 56 235 463 509 525 814
No or Unknown medication 0 6,576 10,419 11,655 12,074 12,190 11,821
Total 51,321 50,088 47,840 45,550 42,298 39,424 36,895
Simuvastatin total 51,321 43,456 37,186 33,432 29,715 26,709 24,260
5mg (%) 49495 (96.4) 40,946 (94.2) 34,561 (92.9) 30,694 (91.8) 27,065 (91.1) 24,246 (90.8) 21,994 (90.7)
10 mg (%) 1,825 (3.6)  2332(54) 2365(6.4) 2422(7.2) 2334(7.9) 2,183(8.2) 2,018(83)
Other (%) 1(0.0) 178 (0.4) 260 (0.7) 316 (0.9) 316 (1.1) 280 (1.0) 248 (1.0)

Q) MRERWERE NG E L2 EBERBRICB VT, 1280 H ., 137 At 4Tk iviBo sz (1
PREESE ; 1989 : 5(10) 2041-2074) o

@ MK-733 (Y YA ZF V) OFE2HAEMFRBRICB T, 1280 . 16861H 16112 AR,
SOARIZE IR R iz (RESE ; 1989 : 5(10) 2011-2040),

® 280l DM E BFREB G G L LS ik 4+ — 7 VBRI B W, 12085 b, SERE.
WA, PREIE, HHOIETY &R EDIERD 720, 4B Tk Sz (BRESE ; 1989 : 5(8) 1651-
1684)

cTINRYF
O RERFEL XS E L2200 EBGEABRICB W T, 160G MR, 14060 4461, 171619 34 TH Ik
WO Bz (FRRFHIMG ; 1988 : 16(2) 211-249, RFDHW A ; 1988 : 146(13) 927-955) o
@ Q2UANDIRERFEREZ LR E L. SFREL BRI ICEE L BEA L BGAE (MEGA study) (2
BWT, BASEDOKE T, 914% DFERTT I NAY F o 2HWIk LT (%2) (Lancet 2006 ; 368 :
1155-63)
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F2 MEGA study (B W T, BASEDEE T, 91.4% DEFITTINIALF L #RRL T

Year 1 Year 3 Year 5 Year 7 Year 9
Diet group
Patients 3814 3627 2604 455 237
Actual visits' 3705 3354 2291 447 222
No lipid-lowering drug 3070 (83%) 2398 (71%) 1518 (66%) 259 (58%) 115 (52%)
Pravastatin 311 (8%) 586 (17%) 520 (23%) 147 (33%) 86 (39%)
Other statin 20 (1%) 49 (1%) 43 (2%) 6 (1%) 5 (2%)
Other lipid-lowering drug 304 (8%) 321 (10%) 210 (9%) 35 (8%) 16 (7%)
Diet plus pravastatin group
Patients 3678 3473 2545 467 259
Actual visits' 3574 3251 2252 451 242
20 mg pravastatin 230 (6%) 461 (14%) 374 (17%) 114 (25%) 54 (22%)
15 mg pravastatin 4 (0.1%) 12 (0.4%) 10 (0.4%) 3 (0.7%) 3 (1%)
10 mg pravastatin 2896 (81%) 2322 (71%) 1522 (68%) 285 (63%) 152 (63%)
5 mg pravastatin 265 (7%) 207 (6%) 130 (6%) 15 (3%) 7 (3%)
Othe statin 6 (0.2%) 7 (0.2%) 17 (0.8%) 3 (0.7%) 5 (2%)
Other lipid-lowering drug 14 (0.4%) 29 (1%) 22 (1%) 8 (2%) 5 (2%)
No lipid-lowering drug 159 (4%) 213 (7%) 177 (8%) 23 (5%) 16 (7%)

Number at risk of total mortality. 'Number of patients who visited the hospital. Any patients who fitted in several categories were assigned
to upper category in the table.

CQl-2 A% F v OB DAL DT

CEINARYF L ET FIVNAY F DR

O PR R 2 A0 L IRE R EEE20TAEZNRE L, EINRTF L ET MUNZAYF VORI RE2 M
FL7ZRCTIZBWT, WM CRIEABBICEREEZ TR, 67 AR TORIERIZ X 2 kI X &
L6 THoTze 72w MEHTOT7 K75 ACEFRDO SN2 D> 72 (323) (Clin Ther. 2008 ;
30(6) : 1089-101)

K3 MIEREEEEH L ABEREBE207TADEZNZIZF L ET MVINZZF > DR & 1551

81 283 565
Y INRYF o 98% (86/88) 94% (83/88) 93% (79/85)
T NIVNZE F 100% (84/84) 96% (81/84) 98% (80/82)

@ 307 ANDIMAENBEEH WA A FTPCL % fifr SNz 2 diEBEHEREENRE L, EI9NRFF T b
WNAZF v DOF% i L72RCT (JAPAN-ACS trial,) (2B, EIfEM $ 72 13l 24 TR
k& o 2 BEBIMBR CHEEI R o7 (EFZNZAFTF V27%. 7T MVNAZF 47%) (]
Am Coll Cardiol 2009 ; 54 : 293-302) o

CQ1-3 AfifdPEH

cTINARYF

@O 46 N\OIRE RAFREBRE 2R R E Lz ok — MFRICB VT, 12805, 76 chikiZo sh
7o ZOWNFUE, BRRMRAEILE AS3F. RICEH 246 (BRIREESE ; 1988 : 4(2) 201-227),

@ 368BIDIRE R F BT ENRE Lz ak— MFZET, 125 HOBIER . 1861 THIEATED b7z,
Wh L OB D - 75 (EIVEH. BRMAMERE &) 121260, %4 LoREO %55 76 (£ik
A, BREIEHAL) 1366 TH -7z (KBS ; 1988 : 4(3) 409-437),
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cEINZRYF

O 241 NDIMAENBEW A A FTPCL & fifT S N7z ZEMRE 72 32 eERREET 2R L L, wH)
K75 =2 RK) 2—2%7 7 5 2IZ3%E L72RCT (CHERRY trial, ¥ # /N2 % F >~ + EAP# vs €%
INAZFUHE) ITBWT, BN F VRINTHF 8B (68%) THIEADSEED bz, ZONFIE, #&
S 2316 (AST 721X ALT). BIVEM 23361 (261, W1 %)), A4 Tdh - 72 (Journal
of Cardiology 2017 ; 70 : 537-544) o

CQ2 R ¥ F VAt & BRI LV O R F i H. FHRANOHEE
cTINRY T
O 5640 NDFE R FIERE 20t R E L2RCT (KLIS trial, 75 3NA % F VB vs HERBEEE, Fiopis
HIMI54E) I2BWT, TINREF U HET FLT I VAR - ARTH T 7V =T I3 F728 25,
7 ReT I ARMZIECIE. PERGHEIE L LKL T, LI A XY MBI o7z (F4) (]
Atheroscler Thromb. 2000 ; 7 : 110-121) .

R4 KLIStrial il B TSNALF L EE#T RET S ARF - RETH U TIIL—T

Event Poor compliance Good compliance
(n=1,114) (n=1,105)

Coronary events

No. of eventgs 33 32

Adjusted RR* 1.00 0.75

(90% CI) (0.68-1.48) (0.50-1.11)
Cerebral infarction

No. of events 20 27

Adjusted RR 0.83 0.74

(90% CI) (0.52-1.33) (0.48-1.14)
Coronary events and cerebral infarction '

No.of events 52 57

Adjusted RR 0.92 0.73

(90% CI) (0.68-1.25) (0.54-0.98)

RR =relative rink; CI=confidence interval.

*Based on the Cox hazards model controlling for age, serum total cholesterol, serum HDL cholesterol, body mass
index.angina pectoris, hypertension, diabetes mellitus, prior use of lipid-lowering drugs, smoking, and alcohol use.
"The uarlier event was conted in the case of concurrent occurrences.

CTIGNAEYF VNI ONARYTF
@ 18645 N DI E R FRERFZ # 15 & L72RCT (JELIS, A% F Y +EPA vs A% F V) IZBWVWT, A%
F U (LRFH) TiE. 7 R 7 J v ADSEIF 205 B TOMBRIE F 72130 i 28 O FEE =8 AR B 12
Ho72H (HR 079 95%CI 045-1.38, P=0409), A% F U8 (2 TV TRR7 Fe7 o v 2 BIFLE
BICFHEIARLMEINICDH - 72 (HR 147, 95%CI 0.72-2.99) (Cir J 2010 ; 74 : 510-7)

3. WfHER
@ BEEEMER RS R
(2 PubMed He& i 4
@) EHEEREE (62D 5 F ¥ D70% 580 DBERT — & OFAHER)
@ CQ DML L EHIEE Y vV — T ARG R
G SCHROMANIERE, BRyf L

Mk

24



BEHO

74 b

CQl: HARANIZBIF B A Y F AN (IrAIAkGE R ) OBHEEL ?
CQL2: A% F v O E ORI EEH 5 H ?
CQL-3: HAANZBIF B A YF AN (RAHMkGEREE) OB E 2O ?
CQ2: HANIIBIF B A Z F A (kMR EE) & BRGSO i 35 7 B R 2
SHICETPRISEEL T ?

T R—=Z 1 EHGER

HAY 201832

W#Eg  AK, JK

# e SCHREL
#1 “HMG-CoA Reductase Inhibitors”/TH 15764
#2 Pravastatin/TH 2482
#3 Simvastatin/TH 1555
#4 Fluvastatin/TH 893
#5 Atorvastatin/TH 2321
#6 Pitavastatin/TH 1548
#7 Rosuvastatin/TH 885
#8 #1 or #2 or #3 or #4 or #5 or #6 or #7 15764
#9 BHROELPEZ /TH 941
#10 BRI /TH 2187
#11 k3 /TH 3930
#12 Jrary7rs4 7 A/TH 1668
#13 #9 or #10 or #11 or #12 8570
#14 #8 and #13 32

ZA DMV TTANT T NAT ) ==V T OME

PR ¢ 53CHK

ANRA ¢ 273CHR (AT - 23k 18 TR, SEBIHGE 7 STk, FEBIREH A 2 STHk)
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CQL2: A% F ¥ OMERIZZ DOMEITEIIH L0 ?
CQL-3: HAANIZBIT B A% F YAy (IRAAGLNEE) OB & 2 ORI ?
CQ2: HARANIZBIT B A Y F YA (RAHMBENEE) (3. BIIRBCIE G K PRRR, & 5121
TRISHEZ LTI

7 — 4% ~X—Z : PubMed (MEDLINE)

HA @ 2018.3.14

WZE  AK, JK

# S SCRRE
#1 “Hydroxymethylglutaryl-CoA Reductase Inhibitors” [Mesh]
#2 “Pravastatin” [Mesh]
#3 “Simvastatin” [Mesh]
#4 “fluvastatin”
#5 “Atorvastatin Calcium”[Mesh]
#6 “pitavastatin”
#7 “Rosuvastatin Calcium”[Mesh]
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BEHG

SCHROMLA AN « BRHMEREZR TRLO & 9 IZHE L 720

Include

Exclude

CQLl: HAANIZBIIA A F A (ARTREGREE) DB ?
CQ12: A% F v ORI ZDHEIZETH L5 ?
CQIL-3: HARANIZBU AR F VAt (R EE) OB & ZoMER ?

Population Japanese adults patients (age =20 years old) with | Japanese adults included in
or without prior CVD events (e.g., myocardial international multicenter study
infarction, angina, revascularization, CVA, or TIA)
Interventions Statins Other drugs or non-drug
Pravastatin, Mevalotin interventions (e.g., diet, exercise)
Simvastatin, Lipovas
Fluvastatin, Lochol
Atorvastatin, Lipitor
Pitavastatin, Livalo
Rosuvastatin, Crestor
Comparators Placebo Other comparators not listed as
included
Outcomes Intolerance Adverse events not related to

statin use

Study Design

Randomized clinical trials, and controlled
observational studies

reporting harms (Phase IV &i»)

Other study designs

Settings

CQ2: HARNIZBT B A Y F VAN (MRAMRGEAEE) 1. BIIRREALYE DR PRIRIAR, S 5121371
7 2ol AE S A

%I

revascularization, CVA, or TIA)
II. Death

Population Japanese adults patients (age =20 years old) with | Japanese adults included in
or without prior CVD events (e.g., myocardial international multicenter study
infarction, angina, revascularization, CVA, or TIA)
using statins

Exposure Statins intolerance (—)

Comparators Statins intolerance (+)

Outcomes 1. CVD events (e.g, myocardial infarction, angina, | Adverse events not related to

statin use

Study Design

Randomized clinical trials, and controlled

observational studies reporting harms

Other study designs

Settings
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1$23. AZFUICLDZHEEOHEICONT

7 MIVINZABZF > atorvastatin (U E r—IL")

JE R e R, MEIR C—BMOW ALV (BHEL1~3%). BB D 1% TALTIEHW LBRED 35 %
B2 AHHIEELZAE T TS, HESNEITIUIHED Sy (80mg T23%) £ 0a. —#HETHEEZZEZ %
CTHIEFALT 5. 1/3000~1/5000 TEMEDHFREE 2 49 5, FHMIREEME 2 ST 9 - W £ TIRIA V. 5§
FEVIPE SR 1A D O BEE TH4. £ ORERITIZ6 2 A UMNIZET Y, IFEEENO1/3Tik. HE
TEMEIT R OIRE (ANA+, Igwfl, RS 22357, oL 2704 FORGPULEL 5,
I AEOWEDL H 5%, FRLEF~OHRG THREFHOBEDH S,

BB L OB ERT  BE SRR AP, U3 CYP3A4Z TATLIUH D SR S 5, BEDIFEES 1513,
HOMHMRBYWOFECEIVEL, ZOBROBISICIVEETLIIDEEZ LN TV,

MEAEH 3017 CYP3A4RHESRE (75 2a~xA4 v, YMFEL, £ baFV—N, RFR3I)V, 7
L—TFIN—=Ta2—R) IIZT7 MWNAFYF VigEE LA SEL72020mg T/ HIZTRETHSE, V77
YT U ECYP3AAEERNELT MNR Y F UVIREE TS, 29 L7k L ot CTHEEE AT S 2
LbdH s,

EHCBEOALT EA TR, —BHo-0BBS THEOEE L LER V. ALT IEW ERIED10M5 DL L.,
B %\ VISELL B A, ERIRE T 5,

ALT ERTBIERDEE ([ Y72 —T 3 —2405) 1 96%

HARICBI 2 2HEFAZOWHE - H ™

1Y dE R W, BOREH, BIOSEET. B, ERIBE. IREREK. Atorvastatin 12 X 5 Bl
SENFRAEED N 16 & ARG 5Pl OMGT. 486 S L= k& /R4 (5599 H AWML= Adt
MEE IS 2) HEES109. 20064F

2. PRIE SR SRR R AN 2267

IEFIT ezetimbe (EF—7°)

FBEEREE : ¥ F I TIERA Y F U L SN 5680% v, IFREEL AT 28 1320515% T, £ O
H—BETH D, A5 F U TIIFEESRED EAEIDLTHITH b, MICAMEIFEEZES, JERDIE
L BMEHR 2 ~10% Ho HMMREER, ) > WRNOm G H 5. #HTIE. A5 F Lo i THER
BV RO EY R2NFAEY 2R L7200 5. $7-. TENISEEROMBSHEShTWw5Y,
B L OBEERT  CYPIZTRH# SN S MEORBIHEZIDTHTH S, ) >loFE LT,
IEFZT L)Y Y OHERICEE D MRP2OBEAIZ X 5 W RMEAVRIZEE T W5 1Y,

MEAEH - eV a ygias % ) RS b 720, MIEEHLDTHTH %,

B FBEO LA B THEZEOLED 2\, BWTFREEDOSAE D BT 525, #yLCIHE
ISR, B E OB AL E0HE b H 5,

ALT FRT 2B OEEG ([ Y FE2—T+—2H5) 122%
HARIZBIT 2 2MFAE0HmE - 2L

ZIVNZZF > fluvastatin (A—3—JL°)

PP B KB E=4 ) 7Tk, BECTHEEROIEERD EA%1~5%CTHE L. ALTIEHR LB
O3 EHZ 2 LHIZ1I%IEZETH LD, HEOZWHBERI DRIV, £ DOGAEHEEEETIC—®mEIC
BT 2%, BEOHMELAIASF L OehrTRO L VD, K EEELT 2 b 0131.7/10000 A4 & Fi
THbo ZIIHGHIBBLI~4PATEL, FEA L) SWHMNEARITH 5. 5. B, IFEEERHY
%13 Mo RANOIRIEDS ) A — & ) BCORIEMERF R & FUSTIRTYEIRS 5 (BFR @ ERSPERR AT A 4)
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® overlap FEEREDE U 72 FEBIASHGE ST b,

RHB L OEERT - GERFE AW, CYP2CIH T 2 AHEE T~ S 5, BE DRI A&,
HWOPARHHYOBEICEIVEL, ZOBROBISICLIYEHETLILDEEZ SN T WS, D FEEZ,
B2 BB EINEEICL D EEZ BN,

B EEOALT LA —8 M CHEZEEIIZ0HET 5, ALTIE® LBRED10R5EL B & 2 W id565 D
AR A, sk e 35, HEOEED @8O LD L L 12 HTHET 5. Fix5 38
LNV, HEREETIIATe S F2ET 5,

ALT LR T 2IEROEEG ([ VI E2—T+—2h5) 1 22%
HARIZBU 2 28 AE0o#E - 2L

E4/INX&F > pitavastatin (J/30%)

JFBE SRR © KBIRGERERCTlE, B TSRO EER O LA %1% THE Uz Bk FREE IS 2 5%
APTHY, DAY F > L AMOIFREEZ AT BRI H 505, WFIZIEFEAERWEY,

B L OEERT « BEERT IIAH, FFTl310% K&masCYP2COIZ L W E s b,
B O ALT EAE—@ECHEZEETICEET %5, ALT IEH EBRIEO10R L B & 2 Wid550L 1
e e, EPILE T4, BEEONEED —@BEOZ AL, 1~20HTHET 5, &G 3ED
LN\,
ALT FRTBIERDEE ([ Y F7E2—T 3 —2105)  36%

HARIZEBIT 2 2MFAZ0ME - 2 L

TIINABZF > pravastatin (X NOF2F)

JrBEEfss - KBUERE= %) v 7 Tld. BECIIERONEED A% 3~15% TH L. ALTIEH LR
HO3EEBZ S EFIF0T7%IZETH L. HEDLZVWEIREI D LF v (80mg T23%). % OYAHEE
B I — B\ E S 5o R EBEVELT 5 S D131/10000 N 4E & TH B0 % < 3HxG-FE%2~9h H
TH U, IRk =R 2 i > RO THh b i) > TRE Y LV E Y lid136mg/dL ¥ TEHAL
PHEBIAHE ST WA, PIkIck ) 2~3hHCTHIET 5. 3895, F8. HFMBEINE 3. 7 MRy
FULVUNREF Y, OANZRYF X0 B EOFE MK E STV S,

R#B L OHERT  BERTRIAN, FEALHFTRR#INT, 20T FRICHERSIN S, BEOH
Bek BRI, EoORBREWOBEICLIVEL, ZOBROBEINICLVEHETLZIOLEZ SR TWS, Bk
ONFREEL, BEISREICLLEEZOND,

B BEEOALT A —8McHEZESTICHET 5, ALT IEH EREO10M5 B & % Wik 550
EE AL IR T2, BEONEED ~HMEOZ LAEL, 1~220HCTHET 5. FE538E
DHNE N,

ALT FAT 2B OEEG (4 Y FE2—T+—255) 1 1.9%
HARICBI 2 2HFA20WmE - 2L

OX/NZXAZF > rosuvastatin (7L X b—JL7)

JFRE T B CHEREIRDIF R HED LA %21 ~3% TAHEL S, ALTIEW RO 32 B2 5 LA
placebo & [i1%02% TH 5. HEDZLWHAALT LHZEIZ )R T (40mgT22%). £ OHEH=ER
BFIC— WS 5o BE LML 2 3 DIX1/10000 N EEHTH B £ 3HxGHEHR2~420HAT
AU, FFHIRREERI A S o 3895, JEBA. WFRRERMEZ (3Mi. Y CIE. B CSREMEIT REROREF 2SS S h
TV\Z)16' 17)O

R B L OB ER - BERT A, 10% £ CR#FIND (CYP2C9) . BEOIEEE LAX, 5
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OFERHWOHBEICLVEL, TOBROBBICEIVHETLIODLEEZ LN TS, HEOHEEILAC
TIERTE O HE S N5,

EHBEEOALT EAd—@8MCHEZEETICHET 5, ALT IEH EREO10M5 B & % Wik 550
AR iiid, BRI E T 5, BEOMEE D —#\EoZ 0%, 1~2» A THET %, FH513HE
HDOHNHRV, HORBEEIFATIEIA TS, F2&5T 5,

ALT ER-T2IERMOESE ([ Y F =T+ —2050) 1 45%
HARIZBIT 2 2WFAE0HE - 2L

S UINABF 2 simvastatin (U AR/NZT)

JFRE RS R CMREIR 22 VB ISR T D IR DO EAZ 5% RETHEL 50 ALT IRH EBRMED 365
ZHZR D EFHIEII~2%TH D, £ OYGERHEEEEFIC—8MEICNET 5, B EEELT % b 03T
Hbo % FHEGWIEHRL~62HTEL S5 MG TII AN S 3EICH S, FEHIREER, 1T - W,
REMMENS IR B, 5B, R, RIS 3M. BHOREETRERORER T, #&5-fikchlfE L7
FlddHY. GEMFREITDONIEN DL H 2, £ OEFTIR. 1~32ATEEL TV S, AMiFre
RETCHOWRED D H0Y, LN TVSEZ L2 5, HMIFREEIZ1/10000 N ERE L Z 2 5N 5,
Matsuzawa 5 OIETIE, ¥ ¥ /NAFF ¥ (5~10mg/day) 552421 ADO HARAFIT, ALT % AST A¥120
IU/dL % #8 2 7241130.16% T > 7275

B L OB ERT - BERFIIAH, CYPSAUS TR# SBHICHE ST 5, BEOITEEE LA13,
HOPRCHYOBEICL VAL, ZOBROBICICL Y EETLIIDOEEZ SR TWD, B RS,
BISEEIZL L EEZ SN,

MEAER : 270 AR) v, rhary—)v, JUFT7TEL, YT7uyuxHr, 734H5uriln
CYPRHFIZ & D MriRED EA-§ 5 D THEHFZEZ LR v,

HHCBEOALT R — 8 THELEE$ICHET 5, ALT IEH EREOI0REL B & 5 W5 150
Bk Biaid, FEPIEE T4, BEOFEED —#EO I LE . 1~20HTHIET %, F&GI3HE
D OHNE N,

ALT FAT 2B OEEG (4 Y FE2—T+—2h5) 121%
HARIZBUT 2 2 AE0oME « 2L
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