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Table 1. Baseline Characteristics of Patients in the Intention-to-Treat Population.*

Characteristic
Age —yr
Male sex — no. (28)
White race — no. (%8)T
Body-mass indexi
Diabetes — no. (25)
Hy pertension — no. (%6)
Current smoking — no. (26)
Previcus Ml — no. (%)
Previous PCl — no. (36)
Prior statin use — no. (24)]
Concomitant medications — no. (38)
Antiplatelet agent
Beta-blocker
ACE inhibitor

Angiotensin-receptor blocker

Atorvastatin

(N=519)
57.9+8.5
386 (74.4)
500 (96.3)
29.2+5.5
87 (16.8)
367 (70.7)
157 (30.3)
137 (26.4)
112 (21.6)
319 (61.5)

508 (97.9)
317 (61.1)
231 (44.5)

82 (15.8)

Rosuvastatin

(N=520)
57.4+8.6
379 (72.9)
496 (95.4)
28.9+5.0
72 (13.8)
364 (70.0)
179 (34.4)
117 (22.5)
131 (25.2)
303 (58.3)

507 (97.5)
315 (60.6)
226 (43.5)

87 (16.7)




Table 2. Biochemical Values and Blood Pressure at Baseline and during Treatment in the Intention-to-Treat Population.*

variable

Cholesterol

Total (mg/dl)

LDL (mg/dl)

HDL (mg/dl)

Mon-HDL (mg/dl)

LDL:HDL
Triglycerides (mg/dl)

Median

Interquartile range
Apolipoprotein

B (mg/dl)

Al (mg/dl)

B:A-|
C-reactive protein (mg/liter) &

Median

Interquartile range
Glucose (mg/dl) 1

Median

Interquartile range
Glycated hemoglobin (26) 11
Blood pressure (mm Hg)

Systolic

Diastolic

At Baseline
Atorvastatin  Rosuwvastatin
(WN=519) {(N=520)
193.5+34.2 193.9:34.1
119.9+28.9 120.0:27.3
44 7+10.7 45.3+11.8
1483.8:33.1 148.6=33.0
2.840.9 2.8+09
130 128
97-177 91-181
104.9+21.7 105.4+21.2
126.2+23.3 128.0£25.2
0.9+0.2 0.9+0.3
1.5 1.7
0.58-3.3 0.8-3.8
a7 a7
90-110 88-108
6.2+0.8 6.2+1.1
130.6+18.4 130.2+18.1
77.2+11.3 76.6+10.7

P Value

0.86
0.94
0.41
0.91
031

0.55

0.68

0.23

0.72

0.29

0.74

0.45

072
039

During Treatmenty

Atorvastatin

Rosuvastatin

(N=519) (N=520)
144.1+1.2  139.4=1.2
70.2+1.0 62.6£1.0
48.6+0.5 50.4+0.5
95.4+1.1 88.9:1.2
1.5+0.1 1.320.1
110 120
87—150 91-159
75.10.9 72.5+0.9
137.7+1.0  146.81.0
0.6+0.1 0.5+0.1
1.0 1.1
0.5-2.0 0.5-2.4
99 97
92-112 90-110
6.320.1 6.320.1
131.240.7  129.7+0.7
77.8+0.4 77.0£0.4

Pvalue
=0.006
<0.001
0.01
<0.001

=0.001

0.02

0.03

<0.001

=0.001

0.05

0.49

0.82

0.16
0.18




Table 3. Primary and Secondary End Points, as Evaluated on Intravascular Ultrasonography.*

Atorvastatin Rosuvastatin
End Point (N=519) (N=520) P value
At baseline
PAY — 95
Mean 36.0+£8.3 36.7£8.2 0.33
Median (95% Cl) 36.2 (30.6 to 41.4) 36.2 (31.4 to 42.0)
TAY — mm?
Mean 144 2+63.8 144.1+60.8 0.99
Median (95% Cl) 136.6 (95.8 to 182.9) 133.4 (95.9 to 180.1)
At 104 weeks
PAYV — %%
Mean 349+8.1 35.4+8.2 0.64
Median (95% ClI) 34.9 (29.6 to 40.3) 34.8 (29.5 to 40.2)
TAV — mm?
hean 138.5+63.2 135.7+57.7 0.67
Median (95% Cl) 127.6 (91.0 to 176.1) 124.9 (93.4 to 167.7)
Median change from baseline
PAV — % (95% Cl) —0.99 (-1.19 to —0.63) ~1.22 (-1.52 to —0.90) 0.17
TAV — mm? (95% Cl) —4.42 (-5.98 to-3.26) ~6.39 (~7.52 to -5.12) 0.01F
Disease regression — %6 of patients
Based on change in PAV 63.2 68.5 0.07
Based on change in TAV 64.7 71.3 0.02

* Plus—minus values are means £5D. Cl denotes confidence interval, PAV percent atheroma volume, and TAV total ather-
oma volume.

1 The P value for the between-group comparison of the change from baseline was calculated with the use of analysis of
covariance, with the rate of change in PAV or in TAV as the independent variable and the rank of the corresponding
baseline value as a covariate and treatment group as a factor.

PAV =
TAV



Table 4. Clinical and Biochemical Adverse Events and Reasons
for Discontinuation of Treatment.

Atorvastatin Rosuvastatin

Event (N =689) (N=691)
Cardiovascular event — no. {96)
Death from cardiovascular causes 2 (0.3) 2 (0.3)
Monfatal myocardial infarction 11 (1.6) 11 (1.8)
MNenfatal stroke 2 (0.3) 3 (0.4)
Hospitalization for unstable angina 13 (1.9) 16 (2.3)
Arterial revascularization 41 (6.0) 42 (6.1)
First major adverse cardiovascular event 49 (7.1} 52 (7.5)
Abnormal laboratery value — no.ftotal no. (26)*
Aspartate aminotransferase =3 ULN 11 /668 (1.6) 3/668 (0.4)
Alanine aminotransferase =3x ULM 14/668 (2.1) 5/668 (0.7)
Creatine kinase
=55 ULN 5/668 (0.7) 2/668 (0.3)
=5x ULN on two consecutive visits 0/e54 (0) 0/e68 (0)
>10x ULN 4/668 (0.6) 1/668 (0.1)

Mew proteinuria¥

11/654 (1.7)

25/652 (3.8)

Creatinine =ULMN

Discontinuation of treatment — no. (26)

20/668 (3.0)

22/668 (3.3)

Total 142 (20.6) 145 (21.0)
Reason for discontinuation
Preference of patient 53 (7.7) 54 (7.8)
Adverse event 48 (7.0) 45 (6.5)
Loss to follow-up 9 (1.3) 20 (2.9)
MNoncompliance 16 (2.3) 13 (1.9)
Other 16 (2.3) 13 (1.9)

* Laboratory data were missing for 44 patients. ULN denotes upper limit of the
normal range.

+ Mew proteinuria was defined as 2+ or greater protein on urinalysis during the
follow-up period in patients with a negative finding or trace protein at baseline.
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