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Evaluation of the Efficacy and Tolerability of Isradipine
in the Treatment of Mild to Moderate Hypertension

Dong Il Lee, M.D,, Ji Ae Shin, M.D., Chang Hyung Moon, M.D,,
Jung Yoo Lee, M.D., Kwang Su Cha, M.D,,
Yung Woo Shin, M.D., Yeong Kee Shin, M.D.

Department of Internal Midicine, College of Medicine, Pusan National University

An open clinical trial was conducted to evaluate the efficacy and tolerability of isradipine
in 30 cases (male 16, female 14 cases. average age 52.6+ 7.94) of mild to moderate essential
hypertension using 1.25—25mg twice a day for 8 weeks of active treatment.

Blood pressure was significantly reduced from 168.5+ 14.33/108.3+ 6.37mmHg, 163.7+ 9.74/

105.5+ 7.ImmHg to 141.0% 13.69/92.0+ 9.27mmHg, 138.8+ 13.46/92.3+ 11.16mmHg in sitting
and standing position respectively. The extent of reduction was 27.5/16.3mmHg in sitting
position and 29.9/13.2mmHg in standing position.
This comprised the mean response rate in terms of reduction of DBP of 10mmHg or more
being 90% and the normalization rate, defined as DBP lowering to 90mmHg or below,
being 70% . Heart rate, hematology and blood chemistry including blood sugar and lipids
were not changed significantly after treatment with isradipine.

No significant side effect was observed except 2 cases of mild transient facial flushing
and nausea during the treatment. so could proceed the trial without drug discontinuation
in all 30 cases.

The results suggest that isradipine is one of the useful and safe drugs in the treatment

of mild to moderate essential hypertension.

KEY WORDS : Essential hypertension * Isradipine.
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Table 1. Baseline characteristics of study participa-

nts(n=30)

Factors Maent SD
Age(years) 52.6x 7.94
Gender

Male( %) 16(53.0)
Female( % ) 14(47.0)
Weight(Kg) 63.1t 8.12
Height(cm) 164.2+ 6.93

Smoker( %) 18(40.0)
Nonskomer( %) 12(60.0)
Alcohol drinker( %) 9(30.0)
nondrinker( % ) 21(70.0)
Svstolic pressure(mmHg) 168.5% 14.326
Diastolic pressure(mmHg) 108.3+ 6.368
Heart rate(beats/min) 75.2+ 7.49

Table 2. Severity of patients assessed by diastolic
pressure and target organ involvement

. . Target organ
Diastolic pressure

No involvement No
(mg) .
(WHO criteria)
95— 104 9 Stage 1 17
105—114 17 Stage I1 12
115—120 4 Stage III 1

%7F 1781(56.7%) L2 3L 115~120mmHgAke] 9]
5l &3t S 4:(13.3%) AL AR
AFEs WHOZIE 1717F 178(56.7 %), 2717}
128 (40%), 8717 1#(3.3% )M Th(Table 2). &
#7117+ F13F )AL 1F wash out period
2%, placebo period 35, 18] 1L A 55l A] &3}t
T3] B A B v|tom FEIIPOH B
oF4] Bo 71tFele W oFmith WY FEE
o Fob, Aub JAFAY] WE, FAE T
A A skt

FEFo WHE placebo period7t €9F €
A0 2 jsradipine 1.25mgs 1Y 23] 4~6F7F
Fosta 2 Adrt BEEdty AAHe F
el e 13 25mg 1Y 232 T3t 2~457
HEste FHo g g,

AAEE 7t HAle £ oA FAqdT AP
WAl 74z Algstedd O AAE vl HES
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cd #%7] 8¢< 163.701 9.741mmHg A
188.80% 13.459mmHg 2, #%37] ¥4 105.50%
7.112mmHg A 92.30% 11.160mmHg®E 3733t
o Z+Z} 29.90mmHg(P<0.01), 13.20mmHg(P<
0.05) & HEH 18927%, 12.51%2 7S e
WA tH(Table 3).
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Table 3. Average changes of blood pressure and heart rate by treatment with isradipine

Before After Percentile Significance
treatment treatment Fall change
Sitting position
Systolic pr.(mmHg) 168.5+ 14.326 141.0% 13.687 27.5 16.32 P<0.01
Diastolic pr.(mmHg) 108.3+ 6.368 92.0+ 9.274 16.83 15.05 P<0.01
Heart rate 75.2% 7.485 75.5% 8.107 — 0.3
Standing position
Systolic pr.(mmHg) 163.7 9.741 138.8%+ 13.459 29.9 18.27 P<0.01
Diastolic pr.(mmHg) 105.5% 7.112 92.3+11.160 13.2 12.51 P<0.05
Heart rate 76.7+ 7.123 76.5+ 8.290 0.2
mmHG: beat/min
180 & : ; : 100
1687 1708 180.2 : :
-—‘ ; 165.7
160 P 1648 1623 1635
160.8 : : :
140
765 788 76.8 76.1

r

120 e I ] ?_5.7 %5.5

1075 1075 198.3 1pa.2
e %

100 4 1073 f;os.s 1;96.0 108.3
80 i i i
0 2 3 4

WEEK

— Sitting SBP
—&— Standing SBP

—— Sitting DBP
—*— Standing DBP

—*— Sitting HR
—o— Standing HR

Fig. 1. Serial changes of blood pressure and heart rate during treatment with isradipine 0— 3. week wash
out period, 3.—5. week placebo period, 5.—13. week active treatment period.
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Table 4. Serial changes of blood pressure after treatment from 5th to 13th week with isradipine

5 7 9 11 13

Systolic pr.

Sitting 168.5+ 14.326  *159.3+1.813 1558+ 1.978 149.3% 2.632 *141.0+3.687

Standing 163.7+ 741 *156.0+ 1.930 152.0%+1.225 145.7+4.008 *138.8+3.459
Diastolic pr.

Sitting 108.3+ 308  *101.2% .414 102.8% .925 97.2+t 533 * 92,0t 274

Standing 105.5+ 112 *100.2+ 7.913 *100.7+ 439 95.0t .958 * 923+ 1.160
Heart rate

Sitting 752t 485 75.7% .063 757t 613 76.4% .119 * 7551 .107

Standing 76,7+ 123 77.0+ 131 76.7+ .091 76.7 075 * 76.5% .290
*P values © 5. vs 7. week and 5. vs 13 week < 0.01 in sitting and standing systolic pressure and sitting

diastolic pressure, 5. vs 7. week > 0.05,

5. vs 9. week and 5.

vs 13. week < 0.05 in standing diastolic pressure, 5. vs 13. week > 0.05 in heart rate

o fejg d7to] vebEtT

#84E ez g 47 kel 90
mmHg && 1 o]82 @738 B3 (normali-
zation) 2 F 3L 10mmHgE L 1 o]} 3}
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¥F-3-& (responder rate)& 90% H ok LI W&
Z 2781F 15mmHgel 39 33 B A A (ex-
cellend) Z°] 2081 (66.67 %), 10~ 14mmHg®] 37
S B2l F5 537 (moderately effective) ©] 772
(23.33% ) At

GFEFAFL 9N 1.25mg 19 23] T 4~
67l Zganrt B8 2.5mg 232 T
s edl 68l A ¥ (responder) & YERHAIL
a% @l E B4 3Hnormalization) ¥ 2.9,

Normalized at 1.25mg bid
(63.33%)

Normalized
at 2.5mg bid
(6.67%)

(30.0%)
Not normalized 3t 2.5mg bid

gHol M e FFAE B3t whgo] gtk 2
#2022 218(70%)ANAME 1Y 2.5mgoll WS- (re-
sponder) 3t o1t 631 (20%)AN M= 19 5.0mgoll
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A A48 (normalization) HRA 2 221(6.6 %)l
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Fofdol AAAEY 248 BAD 685 sl
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At 8, EHAA HALE EEE E4ety
Aol oiA Fok HFo) {oF WFo] #F

Responded at 1.25mg bid
(70.0%)

"(10.0%)
Not responded

Responded

(20.0%)

Fig. 2. Normalization and responder rate of patients in terms of drug doses,1.25mg bid and 2.5mg bid,with

isradipine treatment.
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