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LDL-C
non-FH HeFH LDL-C

42
52 100 mg 200 mg 300 mg 3

2 6 1

20
JAS

2017 2) JAS 2017
HeFH

LDL-C
HeFH

70 mg/dL

HeFH 100 mg/dL
JAS 2017 120 mg/dL

400 mg/dL
eGFR eGFR 30 mL/ /1.73 m2

1

1
30

180
1
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180 LDL-C 1
300 mg LDL-C

57
100 mg
55

200 mg
101

300 mg
99

mg/dL
113.1 32.23 113.4 33.14 116.6 39.35 112.2 35.50

180 mg/dL
117.4 39.73b 54.1 29.08 51.9 31.81 44.6 28.29c

180 % a

95%CI 9.0
3.5, 14.5 b

47.6
53.4, 41.8

51.9
56.8, 47.0

56.3
61.1, 51.4 c

a

95%CI 56.6
64.2, 49.0

60.9
67.6, 54.3

65.3
72.0, 58.6

p p 0.0001 p 0.0001 p 0.0001

a
LDL-C MMRM AR(1)
Dunnett

b 56 c 96

84.2% 48/57 100 mg 89.1% 49/55
200 mg 83.2% 84/101 300 mg 80.8% 80/99
5% 2
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57
100 mg
55

200 mg
101

300 mg
99

10.5% 6/57 100 mg 7.3% 4/55
200 mg 13.9% 14/101 300 mg 13.1% 13/99
3% 3.5% 2/57 100 mg

5.5% 3/55 200 mg 10.9% 11/101 300 mg 5.1% 5/99
0% 0/57 100 mg 0% 0/55

200 mg 0% 0/101 300 mg 3.0% 3/99

LDL-C HeFH LDL-C
47

540 300 mg 3 2
6 2

18
HeFH LDL-C 190 mg/dL FH

FH
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LDL-C 100 mg/dL
400 mg/dL

eGFR 30 mL/
1

2
30

510 LDL-C
90 540 LDL-C 3

300 mg LDL-C



8

mg/dL
240 242

154.7 58.07 151.4 50.36
510 mg/dL

229 231
162.4 69.21 91.5 56.07

510 % a

240 242
95%CI 8.22 4.27, 12.16 39.67 43.72, 35.62

95%CI 47.89 53.52, 42.26
p c p 0.0001

90 540 % b

240 242
95%CI 6.22 3.26, 9.17 38.08 41.03, 35.14

95%CI 44.30 48.48, 40.12
p c p 0.0001

a LDL-C multiple imputation washout model

MAR
4 540 510

MAR
510 MNAR

100 LDL-C
ANCOVA Rubin

b LDL-C control-based pattern mixture model

MAR
MNAR

100
LDL-C MMRM

Rubin
c 510 LDL-C 90

540 LDL-C 5%

71.7% 172/240 76.8% 185/241
5% 4
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4

MedDRA PT 240 241
8.3 20 11.6 28

0 0 9.1 22
4.2 10 7.1 17
6.7 16 6.6 16
8.8 21 5.4 13

%

4.2% 10/240 24.1% 58/241
3% 0%

0/240 9.1% 22/241 0% 0/240
3.7% 9/241

ASCVD LDL-C LDL-C
146

540 300 mg 3 2
6 2

18
ASCVD
LDL-C 70 mg/dL

400 mg/dL

1

2
30

510 LDL-C
90 540 LDL-C 5
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300 mg LDL-C

mg/dL
780 781

104.8 37.03 104.5 39.57
510 mg/dL

666 691
102.3 43.00 45.7 32.90

510 % a

780 781
95%CI 0.96 1.48, 3.40 51.28 53.76, 48.81

95%CI 52.24 55.65, 48.83
p c p 0.0001

90 540 % b

780 781
95%CI 2.51 0.77, 4.25 51.27 53.00, 49.54

95%CI 53.78 56.23, 51.33
p c p 0.0001

a LDL-C multiple imputation washout model 3
100 LDL-C

ANCOVA Rubin
b LDL-C control-based pattern mixture model 3

100
LDL-C MMRM Rubin

c 510 LDL-C 90
540 LDL-C 5%

74.8% 582/778 73.5% 574/781
5% 6

6

MedDRA PT 778 781
13.9 108 15.4 120

5.4 42 5.4 42
5.0 39 5.0 39
3.9 30 5.9 46
4.2 33 5.0 39

%
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10.9% 85/778 13.4% 105/781
2% 0.4%

3/778 2.9% 23/781 1.2% 9/778
2.3% 18/781

ASCVD ASCVD 2 LDL-C
LDL-C

72
2

540 300 mg 3 2
6 2

18
ASCVD ASCVD

2

LDL-C ASCVD 70 mg/dL ASCVD
2 100 mg/dL

400 mg/dL
eGFR 30 mL/

1

2
30

510 LDL-C
90 540 LDL-C 7

300 mg LDL-C
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mg/dL
807 810

103.7 36.39 107.2 41.81
510 mg/dL

739 724
105.3 43.77 53.5 35.10

510 % a

807 810
95%CI 4.04 1.76, 6.31 45.82 48.16, 43.48

95%CI 49.85 53.07, 46.64
p c p 0.0001

90 540 % b

807 810
95%CI 3.35 1.65, 5.05 45.82 47.52, 44.13

95%CI 49.17 51.57, 46.77
p c p 0.0001

a LDL-C multiple imputation washout model 3
100 LDL-C

ANCOVA Rubin
b LDL-C control-based pattern mixture model 3

100
LDL-C MMRM

Rubin
c 510 LDL-C

90 540 LDL-C 5%

81.5% 655/804 82.7% 671/811
5% 8

MedDRA PT 804 811
11.7 94 10.9 88
11.2 90 11.2 91
6.7 54 6.5 53
6.1 49 6.4 52
4.0 32 5.8 47
5.0 40 3.9 32

%
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10.2% 82/804 15.2% 123/811
2% 0%

0/804 2.2% 18/811

HoFH LDL-C
13

180 300 mg 1 90
540 300 mg /

180 270 450 630 / 270
450 630

18
HoFH LDL-C 500 mg/dL 10

HeFH

LDL-C 130 mg/dL
400 mg/dL

1

2
30

150 LDL-C 9
300 mg LDL-C
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19 37
mg/dL

356.7 122.37 294.0 136.29
150 mg/dL

351.7 186.32b 282.7 149.48c

150 % a

95%CI 2.39 19.98, 24.75 0.70 14.03, 15.44
a

95%CI 1.68 29.19, 25.83
p p 0.9047

a LDL-C multiple imputation washout model

MAR
2 180

150 MAR
150 MNAR

100 LDL-C
ANCOVA Rubin

b 18 c 34

3

4
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10 LDL LDLR
150 LDL-C

31.6% 6/19
35.1% 13/37 2

10.5% 2/19 5.4% 2/37
0% 0/19 5.4% 2/37 0% 0/19 5.4% 2/37

0% 0/19 5.4%
2/37 1

/ 57.9% 11/19
/ 55.9% 19/34 2

/ 5.3% 1/19 / 8.8% 3/34
5.3% 1/19 5.9% 2/34 0%

0/19 5.9% 2/34 0% 0/19 5.9% 2/34
0% 0/19 5.9% 2/34 0% 0/19 5.9% 2/34
0% 0/19 5.9% 2/34 0% 0/19 5.9% 2/34

0% 0/19 2.9%
1/34
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1

5

5

JAS
2022 3) JAS 2022

FH

RMP

2
1 1
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1 6

2
JAS

FH

non-FH

6

1 non-FH
1

50 59 19 60 69
13 70 79 8

10
JAS 2022 3-2

2 non-FH FH 6 FH

3

3 non-FH FH
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4 non-FH FH

FH 2) FH
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HoFH LDLR
HoFH

LDLR
HoFH 3. 

RMP
LDL-C LDL-C
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1 3 2021

2 2017

3 2022


