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Purpose : HMG-CoA reductase inhibitors (statins) have been widely used in the treatment of hyper-
cholesteremia in Japan as well as in Western countries. Although statins have been shown to be effective in
the prevention of coronary heart disease (CHD) in high-risk patients, the potential benefit of statins on the
overall mortality has not been proven in subjects at lower risk for CHD. In this study, we investigated the
risk factors and serum cholesterol concentrations in patients given pravastatin.

Methods : Patients who were given pravastatin during the period from June 2002 until May 2003 in the
Hamamatsu University Hospital were studied. Data for height, body weight, age, gender, smoking and
history of diabetes mellitus, hypertension and CHD in the patients were collected from their case records.
Serum cholesterol concentrations were determined before and after the treatment with pravastatin. The
ethics committee in the Hamamatsu University approved this study.

Results : There were 213 male (37.4%) and 356 female (62.6%) patients given pravastatin. The mean
age of the patients was 63.9 yrs, and % of the patients aged under 50 yrs was 10.7%. Seventy-seven % of
the patients had no history of CHD. Female patients without smoking, diabetes mellitus, hypertension and
CHD constituted 17% of all patients. Total and LDL cholesterol levels in all groups were significantly
decreased by 17.6% and 25.5%, respectively, after the administration of pravastatin. Treatment with
pravastatin was started at the lower total cholesterol levels in male patients or patients with CHD than in
female patients or patients without CHD.

Conclusion : Our results suggest that significant numbers of patients with a low risk for CHD were
prescribed the statins, and that placebo-controlled large-scale trials should be conducted to demonstrate the
benefit and safety of statin treatment on overall mortality in Japan.
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Table1 Demographic characteristics of the patients treated with pravastatin

at the point of the survey

Male Female Total

Number of patients 213 (37.4%) 356 (62.6%) 569 (100%)
Age [years] 63.2x11.6 64.2+12.2 63.9xt12.0
Height [cm] 164.3+6.2 151.8+6.1 156.5+6.1
Weight [kg] 63.2+£10.0 52.0£8.9 56.2£9.3
Periods for the treatment 48.9+40.4 59.5%46.5 55.5x44.6

with pravastatin [month]
Smoking 63 (11.1%) 31 (5.4%) 94 (16.5%)
Risk factors

Coronary heart disease 80 (14.1%) 52 (9.1%) 132 (23.2%)

Diabetes mellitus
Hypertension

73 (12.8%)
141 (24.8%)

126 (22.1%)
206 (36.2%)

199 (34.9%)
347 (61.0%)

Values are numbers of patients (% of all patients (n=569)), or mean = SD.
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Fig.1 Periods treated with pravastatin

B &

ERERIKZEMBREEICB W T20024E6 355
2003 £ 5 H ORI pravastatin (X3 F @) & #
Ganl-£8& 06818 H, 4T B L OHEEA -5
VU TV RATLARTEL 272569 Bl REe Lz, 5
FHAM (2003 £ 6 H~2003 4£ 8 H) 1 pravastatin
RRBREHICB T 2 NREEDOEE, KE, Fie®
FEFE 72 & N RBINME R R, FERR B & O IE O BE
FEOBEEIZOWTHHE L, & 51T pravastatin fRFH
Hi & FAER B 2 MEREESFHERGE THo 2
A8 FlizBWTHRa v A7 a—)v (TC), HDL a2 v
A7wa—) (HDL-C), LDL 2V A5 u—) (LDL-C)
BIXUOMY 7V Y N (TG) %25HE L /2. Pravas-
tatin fRFAART O DFRERFOBERREME 2 2 VT 2w L
A=V TV RATALEDOTET S Z EXHRET
HolEPNZBWTIE, TANRNTZEUT I/ MNIT VR
7x7—%¥ (AST), 79=v7 3/ NIV A7z
Z7—¥ (ALT), Zv7Fv*+—¥ (CK), ME7
V7 F=r (s-Cre), MKRFEER (BUN), BERFIN

11l



ORIGINAL 83

A:Male B:Female

80 r
P 60 8 60|
2 B
‘s 40 S 40
: 3
3 3
= -
= 20t Z 20} ﬂ

PEABPES PPELELES PP P L EP FPBSEL P

Age (years)
Fig. 2

Age (years)

Number of male (A) and female (B) patients with coronary heart disease
(CHD, B) or without CHD ([J)

A :With CHD B:Without CHD
30 30
2 2
50 g
8 3
o =
5 s
2 10 2 10 -
0 J:J—_I:.J:i_lj_ 0

0 1 2 3
Risk factors

0 1 2 3
Risk factors

Fig.3 Number of risk factors (smoking, diabetes mellitus and hypertension) in the patients
with (A) and without (B) coronary heart disease (CHD)

Data are % of all patients (n=>569).
[J: Male, M : Female
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Fig.4 Lipid profiles in the patients before ([J) and after (ll) the treatment with pravastatin
TC : Total cholesterol, LDL-C : LDL cholesterol, HDL-C : HDL cholesterol, TG : triglyceride, ***p <0.001
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Fig.5 Lipid profiles before ((]) and after (M) the treatment with pravastatin in male and female patients with or
without coronary heart disease (CHD)

TC : Total cholesterol, LDL-C : LDL cholesterol, HDL-C : HDL cholesterol, TG : triglyceride, *» <0.05, **» <0.01, ***» <0.001

Table 2 Laboratory data before and after the treatment with pravastatin in the patients with or
without diabetes mellitus

Laboratory data Diabetes mellitus Number of patients Before pravastatin After pravastatin

AST - 220 24.3+12.7 23.0%£10.0

+ 132 22.8+9.2 22.8+13.9
ALT — 221 23.0+10.0 21.7+16.8

+ 129 22.8+12.4 22.2420.6
CPK - 192 106 +83 108158

+ 116 99.8+93.3 1154106
BUN - 208 16.4+5.2 16.9+6.2

+ 130 16.8+7.0 18.4+9.1**
s-Cre - 199 0.819£0.300 0.838+0.336

+ 131 0.770%+0.367 0.90940.615%**
BS - 107 10419 105+23

+ 118 163+74 153+84
HbA,c - 53 5.57%0.49 5.59%0.54

+ 104 7.64%£1.74 7.37x£1.61*

Values are mean * SD, *»<0.05, **»<0.01, ***»<0.001
AST : L-asparate aminotransferase, ALT : L-alanine aminotransferase, CK : creatine kinase,
s-Cre : serum creatinine, BUN : blood urea nitrogen, BS : blood glucose, HbA, : hemoglobin A,
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Table 3 Demographic characteristics of the patients in the quartile treatment
periods with pravastatin

Periods with pravastatin [month]

0.9—22.1 22.1—50.8 50.9—87.2 87.5—174.5
Number of patinets 118 119 119 118
Male 56 (48%) 40 (34%) 49 (41%) 33 (28%)
Age* [years] 59.4+13.2 64.2£11.7 64.6+11.9 65.4+11.0
Smoking* 23 (19%) 21 (18%) 18 (15%) 16 (14%)
Risk factors
Coronary heart disease 36 (31%) 30 (25%) 23 (19%) 21 (18%)
Diabetes mellitus 39 (33%) 34 (29%) 41 (34%) 48 (41%)
Hypertension 63 (53%) 79 (66%) 72 (61%) 76 (64%)

Values are number of patients or mean+SD.
() 1% of numbers in the quartile treatment periods with pravastatin.
*Data at the point of the survey are presented.
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