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ABSTRACT

Background Irbersatan, an orally active antihypertensive agent, effectively reduce blood pressure by di-
rectly blocking angiotensin [ receptors without any significant adverse effects. The purpose of this study is
to evaluate the efficacy and safety of irbesartan in patients with mild to moderate hypertension. Methods[]
This study enrolled 83 patients who had diastolic pressure above 95 mmHg and below 110 mmHg on two
measurements. Sixty eight patients were administered 150mg of irbesartan, an angiotensin II receptor blocker,
daily for four weeks as an initial dosage. If the sitting diastolic pressure was equal to or greater than 90 mmHg
after a 4 week treatment period, the dosage was doubled until the end of 8 weeks. Baseline pressures,
antihypertensive effect, side effects, laboratory findings were compared before and after treatment. Results[]
Fourty two patients out of 53 patients having completed this study showed decreased blood pressure equal to
or more than 5 mmHg of the sitting diastolic pressure (response ratel] 79%). Twenty one patients out of 53
patients showed normalized blood pressure below 90 mmHg of the sitting diastolic pressure (normalization
rate[] 40%). The extent of decrease in diastolic and systolic blood pressure after eight week treatment was an
average 11.7+ 10.1 mmHg and 16.3+ 18.9 mmHg, respectively (p<0.05). Nineteen ontoward side effects was
observed in 17 patients out of 68 patients with medication (frequency of ontoward effectsl] 25%). Only one
case with headache was considered to be related to the medication. Abnormal laboratory findings were
observed in eight patients, and only one case with elevation of bilirubin and ALT levels was considered to be
related to the medication. Conclusion[] In conclusion, irbesartan is a safe and effective antihypertensive drug
in patients with mild to moderate hypertension with tolerable side effects. (Korean Circulation J 20005
30(3):318-325)
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Fig. 1. The time schedule of clinical trial of irbesartan.
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Fig. 2. The algorithm of clinical trial
of irbesartan.
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Table 1. Baseline clinical charateristics (nO 66)

Umber of cases

Sex male 28 (42%)
female 38 (58%)
Mean age (yr-old) 53.4+ 9.4
Mean duration of hypertension (yr) 40+ 50
Body weight (kg) 66.4+ 11.3
Family history of hypertension 30 (46%)
Presence of other medical history 24 (36%)

Previous pharmacological freatment 45 (68%)
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Fig. 3. Response rate and Normalization rate of ifbesartan.
FaYL Y

b 00 0 830uu0o oobo sod oo O
00 0 000 5700 OO0 OO0 Ob oo oo o
00 46%0 100 000 5300 0bOOoo god

321




000 00oooo, 000 1000 ooooob esd
O oo0 ooobo obo ooobbo oooboo.

ooo oo

U0 0o oboo oo

g8ild 00O ObOO 0ObO O bobo oo ooo
000 5 mmHg OO OO0 OO0 O 420000
goodg oooa 79%00, 000 00 Ooog oo
0 90 mmHg O0OOO O0OOO OOO O 21000
0 0D 00000 40%000 (Fig. 3).

000 00 00 000 OO0 000 1040+ 5.1
mmHgO O OO0 000 800 922+ 10.6 mmHgO
0000 Ooboooo o0 11.7+ 102 mmHg(O D
0 11%)0000 000 000 DOO(@p<0.05). O
0 000 OO 00O ObOo boo oo 20 O 40
b 00 96.2+ 8.3 mmHgd 91.2+ 9.5 mmHgQ
0000 oboooo oo oo 7.0+2 6.3 mmHgO
128+ 82 mmHgU OOOO O0OO OO0 0OOO
(p<0.05). 00O OO 0D D00 000 000 O
00 156.0+ 152 mmHgU OO OO 2,4 0O 80O
0 00O 141.2+ 14.3 mmHg, 136.7+ 15.6 mmHg,
1385+ 17.7 mmHgd 0000 OOQ0OO0OO OO
00 15.0« 11.4 mmHg, 19.6+ 13.7 mmHg O 16.3

+189 mmHg 0000 000 OO0 OO0 (p<005).

000 00 0 2000 000 00 000 0 0 00
0,40000 800000 0000 0O 000 00
000 00000. 40000 8000000 00 O
00 000 000 000 (Fig. 4).

0000 0000 O 0000 000 00 000
000 (pOdNS).

oo oo

80 OO0 OO OO0 bOoO gooo oo o
00 000 0000 2600 OO OO0 2700 O
0 000 OO boo oo, 0oo oo oo ooo
000 00O 0000 000 104.0+£ 54 mmHgO O
800 91.2+ 9.6 mmHgO 12.8+ 84 mmHgl OO
000,000 OO0 000 103.9+ 49 mmHgO O 8
0 0 932+ 11.5 mmHgd OO 10.7+ 11.5 mmHg
0 doodd. oo 0o oo oobo ooo oo

322

0] 1 1 J
2nd wks 4th wks 8th wks

—e— Sitting diastolic pressure
—&— Sitting systolic pressure

Fig. 4. Reduction of the blood pressure during irbesar-
tan trial. *p<0.05 compared to bascline.

Table 2. The frequency of side effect profile (nO 68)

Side effect Number of cases
Headache 4( 6%)
Fatigue 2 ( 3%)
Abdominal pain 2( 3%)
URI 2( 3%)
Musculoskeletal pain 1( 2%)
Weight loss 1( 2%)
Conjunctival injection 1( 2%)
Thirst 1( 2%)
Enteritis 1( 2%)
Chest pain 1( 2%)
Dizziness 1( 2%)
Dry cough 1( 2%)
General weakness 1( 2%)
Total 19 (25%)
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Table 3. The abnormal laboratory test (nO 68)

The kinds of abnormal laboratory test NU(:E:; i
Hematology Decreased platelet count 1 ( 2%)
Increased WBC'! 2( 3%)
Serum Increased ALP2 1( 2%)
chemistry  Increased AST3, ALT4 1( 2%)
Increased bilirubin, ALT 1( 2%)
Urinalysis Increased urine RBC? 1( 2%)
Increased urine blood 1( 2%)
Total 8 (12%)
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