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Efficacy and Safety of Atorvastatin in Patients with Hypercholesterolemia

Jong-Hoon Koh, MD‘, Joon-Han Shin, MD', Han-Soo Kim, MD‘, Seung-Jea Tahk, MDI,
Byung-Il W. Choi, MD', Dongsoo Kim, MD?, Hyuck Moon Kwon, MD* and Hyun-seung Kim, MD*

'Department of Cardiology, Ajou University School of Medicine, Suwon, Korea,
’Department of Internal Medicine, Yonsei University, Seoul, Korea

ABSTRACT

Background[] Previous studies indicated that a recently approved synthetic HMG-CoA reductase inhibitor, ato-
rvastatin, reduces LDL cholesterol and triglyceride. To assess the efficacy on the level of serum LDL cholesterol
and other lipoprotein fractions and its safety, we investigated 59 patients for lipid and side effect profile.
Method[] In patients with hypercholesterolemia, who showed 12-hours fasting serum LDL cholesterol
=145 mg/dl and <250 mg/dl and triglyceride levels <400 mg/dl were enrolled to diet therapy for 4 weeks. After
4 weeks of diet therapy, serum lipid profile were reevaluated and patients with LDL cholesterol = 130 mg/dl
were as-signed to receive 10 mg dose of atorvastatin once daily for 4weeks. After 4 weeks of drug therapy,
serum lipid profile were rechecked, if showed LDL cholesterol level= 130 mg/dl, assigned to receive 20 mg dose
of atorva-statin once daily until 8 weeks. Result[] Of the 59 patients were assigned to receive atorvastatin
therapy, 52 pati-ents completed the study. Among lipid profiles, total cholesterol, triglyceride, LDL-cholesterol and
apolipoprotein B levels showed significant reduction with mean reduction rate of 28%, 13%, 38%, 32%
respectively after 4 weeks and 31%, 13%, 41% and 34% respectively after 8 weeks. HDL-Cholesterol and
lipoprotein (a) level did not show significant change after 8 weeks of therapy. Nine patients had mild adverse
events, such as elevated ALT, epigastric pain, insomnia, thumb pain. postural hypotension, palpitation and
constipation. Only three patie-nts of fifty-nine withdrew from the study due to adverse events related to drug
treatment. Conclusion[] The atorvastatin was highly effective and generally well tolerated with an acceptable
safety profile in patients with primary hypercholestelemia. (KKorean Circulation J 1999529(2):928-936)
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List of laboratory
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Test C : apoprotein B, lipoprotein(a)

AST : aspatate transaminase, ALT : alanine transaminase, CPK :
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Fig. 1. The schedule of clinical trial and the list of labora-
tory test.
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Fig. 2. The change of lipid pro-
file during atorvastatin ther-
apy.

*p<0.01, baseline vs 4 weeks
or 8 weeks, TCO Total cholest-
erol, TGO Triglyceride, HDL-CO
high density lipoproteinchole-
sterol, LDL-CO low density lipo-
protein-cholesterol, LipoBO lip-

8= oprotein B, Apo(a)O apolipo-

protein Al.
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Fig. 3. The mean reduction rate oflipid profiles by ato-
rvastatin as a time. *p<0.01, baseline vs 4 weeks or 8
weeks, TCO Total cholesterol, TGO Triglyceride, HDL-
CO high den-sity lipoprotein-cholesterol, LDL-CO low
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Table 1. The change of lipid profile during freatment
(Meant SD)(mg/dl)

Baseline 4 week 8 week
Total cholesterol 260+ 26 184+ 22* 177+ 19*
Triglyceride 152+ 61 126+ 52 123+ 68
HDL-cholesterol 48+ 11 48+ 13 46 10
LDL-cholesterol 181+ 24 110+ 21* 106+ 19*
Apolipoprotein B 137+ 18 91+ 22* 89+ 17*
lipoprotein(a) 21+ 17 23+ 22 21+ 21

*p<0.01, baseline vs 4 weeks or 8 weeks

Table 2. Summmary of clinical adverse effects to
atorvastatin

Adverse event(s) nO 9 dose
Musculoskeletal disorders
Myalgia 1 10 mg
Gastrointestinal disorders
Constipation 1* 20 mg
Epigastric pain 1 10 mg
Gastric fullness 1* 10 mg
Abnormal laboratoy finding
ALT elevation 201%) 10 mg
Others symptoms
Insomnia 1* 10 mg
Postural hypotension 1 10 mg
Palpitation 1 10 mg

*O No. of adverse effect related to Atorvastatin
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erold0 130 mg/diDOO OO0 46000 O OO
0 88.4%000. LDL—cholesterol OOO OO O 4
00 00 39%0 000, 000 80000 41%0
000 000 000(@<00D). 0 O0000 OO0
00 O 400 OO 28%0 OO0 OOOD OO O 8
00 OO0 31%0 000 000 OoOO0(p<0.01). O
000 000 000 400 00 13%0 000 OO0
0O 000,000 800 OO 13%0 OO0 OO0
(p<0.05). HDL—cholesterolO 00O OO O 8000
O 000 OO0 OooO0. Apolioprotein B OO0 OO
0O 4000 00 32%0 000 000 000 00 O
80000 U0 34%0 000 000 000 (p<0.01).

Lipoprotein(@)0 0 OO0 OO 80000 O0OO
000 000.0000 LDL/HDL—cholesterol OO
3.9+ 090000 OO O 8000 23+ 0.80 OO
00 0000 00 40%00((p<001). 000000

oo boooo ALT 04, 004,000 ooo, o
oo ooo, 0boo, obobobooooobo oooob o
uoobh 0ooo booo bob oooob 140, ooo

U0 ALTO 000 OO0 10,000 00 10 bod.
3z

000 HMG CoA OUOOO 0ODOODO atorvastatin
0 dooooooo oooo ooooo oogoo o
o0 obg goood.

ZM B0j0 00000000 Atorvastatin..
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