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= Abstract=

Efficacy and Safety of Amlodipine in the Treatment of Essential Hypertension

Jong Hoa Bae, M.D.,"’ Yung Lee, M.D., Won Sang Yoo, M.D.}’ Sam Soo Kim, M.D.¥

Department of Internal Medicine, Kyung Hee University!’, Hallym University?,
Inje University® and Inha University®

The antihypertensive efficacy and safety for once daily dosing of amlodipine, a new calcium
channel blocker, was studied in a series of 36 patients with essential hypertension. The starting
doses of amlodipine were 5mg/day, which were doubled after 4 weeks, if normalization of
diastolic blood pressure was not reached.

Amlodipine induced a clinically significant reduction in blood pressure(17.7mmHg in systolic
blood pressure and 11.9mmHg in diastolic blood pressure) with similar heart rates after 12
weeks therapy. The efficacy of amlodipine therapy was noted an excellent in 18 patients(51.4% ),
good in 8 patients(22.9%), fair in 5 patients(14.3% ), and failed in 4 patients(11.4% ). There
were few side reactions such as fatigue, headache, constipation and indigestion, but all studied
patients completed for 12 weeks therapy except one patients who did not return. And also
there was no abnormal results of laboratory tests before and after the amlodipine therapy.

This results indicated that amlodipine is an effective and safe new long-acting calcium channel
blocker in the treatment of hypertension.

KEY WORDS : Amlodipine - Hypertension therapy.
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Fig. 1. Chemical structure of amlodipine.
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Table 1. Age and sex distribution

36BF 182 5%

Age interval Male Female Total(%)
30—39 2 0 2( 5.6)
40—49 4 6 10(27.8)
50—-59 12 9 21(58.3)
60— 69 1 1 2( 5.6)
70— 0 1 1027

Total( %) 19(52.8) 17(47.2) 36

Mean age : 50.7+ 6.8 years
Range of age : 36— 72 years

Table 2. Duration of hypertension

Duration category No. of patients( %)

Less than 1 year 2( 5.6)
1—4 years 6(16.7)
5—9 years 7(19.4)
More than 10 year 11(30.6)
Unknown 10(27.9)

Table 3. Baseline severity of hypertension based
on sitting diastolic blood pressure

Severity DBP(mmHg) Male Female Total(%)

Mild 90— 94 0 0 0
95—104 9 13 22(61.1)
Moderate  105—114 10 4 14(38.9)
Severe =115 0 0 0
Total 19 17 36
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Table 4. Patients completing and withdrawing from

the study
Completion status No. of patients

Patients entered 36
Normal completion 35(97.2%)

Adequate controlled 31

DBP less than 90mmHg 18

DBP drop more than 10mmHg

DBP drop 5—9mmHg

Inadequate controlled 4

DBP drop less than 5mmHg 1

Not controlled 3
Withdrawal before completion 1( 28%)%

Patients defaulted 1
DBP : Diatolic Blood Pressure
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Fig. 2. Effect on systolic blood pressure(SBP), dias-
tolic blood pressure(DBP), and heart rate
(HR).
*means p<0.01 vs baseline, bpm ; beats per
minute

Table 5. Summary of blood pressure(mmHg) and heart rate(per minute) date

o No. of Mean dose Reduction from baseline
Visit SBP DBP HR
patients (mg/day) SBP DBP
Baseline 36 - 1569+ 188 103.0+53 77.1+85 - -
4th weeks 36 53+ 1.2 1496+ 52 978170 771164 7.3 5.2
8h ~ 35 72+25 1437+ 120 943+53 754+6.8 132 8.7
12th ~ 35 89+21 1392+ 92 91.1+65 743+77 17.7 119

SBP ! Systolic Blood Pressure
DBP : Diastolic Blood Pressure
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Hemoglobin, Hematocrit, Platelet count, WBC,
RBC, Neutrophils, Lymphocytes, Monocytes.

LD

Total Bilirubin, Total Protein, Albumin, SGOT,
SGPT, AL-P, K*, Na*, CI~, HCO ;.
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Creatinine, BUN, Glucose, Protein, pH, ¥l Z.
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Table 6. Efficacy outcome of evaluable patients

Outcome No. of patients
Patients evaluable for efficacy 35
Therapy successes 31(88.6%)
Control achieved(DBP+~90mmHg) 18
DBP drop more than 10mmHg 8
DBP drop 5—9mmHg
Therapy failed 4(114%)
Maximum dose of 10mg used 3

DBP not controlled
DBP : Diastolic Blood Pressure
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Table 7. Changes in sitting diastolic blood pressure severity category baseline to final visit : Efficacy

evaluable patients

Baseline Number of Final severity
Severity patients( %) Normal Mild Moderate Severe
Mild 21(61.0) 11 9 1 0
Moderate 14(38.9) 7 6 1 0
Total( %) 35 18(51.4) 15(42.9) 2(5.7) 0
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