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ABSTRACT
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Background and Objectives : Doxazosin GITS (Gastrointestinal Therapeutic System) greatly minimizes the need for titra-
tion by changing the drug—delivery rate and pharmacokinetic profile. No data are available on the safety and efficacy
of Doxazosin GITS among Korean hypertensive patients. This study was designed to evaluate the effectiveness and
safety of Doxazosin GITS as an add-on therapy, under standard usage conditions, through a multi center study in
patients with hypertension. Subjects and Methods : A total of 595 hypertensive patients, not adequately controlled with a
single agent, were enrolled into this study. The demographic profiles were gathered at the baseline, and the patients
followed up at 4 and 8 week intervals for dose adjustment and for final assessment of the efficacy, respectively. The
blood pressure, heart rate, fasting glucose and lipid profiles were assessed at each visit and any adverse events also
observed. Results : A total of 595 patients, in whom Doxazosin GITS had been administered, and evaluated at least once
according to its related parameters, were analyzed to assess its safety. Of the 595 patients 534 completed this study and
fulfilled the requirements for the efficacy analysis. Eight weeks after treatment, the responders (BP<140/90 mmHg or
BP<130/85 mmHg in patients with diabetes) were 68.5% of the total patients and 71.3% of the hypertensive patients
without diabetes. The blood pressure was significantly improved, with a mean change from the baseline of =18.9+19.5/
-10.6+11.8 mmHg (mean* standard deviation expressed as SBP/DBP) (p<0.05). In addition, Doxazosin GITS showed a
change in the heart rate of ~1.5+6.8 bpm (p<0.05), and brought favorable metabolic effects, such as improved glucose
metabolism and reductions in the total cholesterol and triglyceride. A total of 18 adverse events were reported among
the 595 patients (3.0%), with mild to moderate severity. Conclusion : Doxazosin GITS as an add-on therapy significantly
improved the blood pressure and heart rate, with favorable metabolic effects. Doxazosin GITS could be a safe and
effective drug for hypertension not adequately controlled with a single agent. (Korean Circulation J 2005;35:55-60)
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Table 1. Baseline characteristics of enrolled patients (n=595)

N Mean SD Range
Age (yrs) 594 58.5 12.1 19-90
Duration of HTN 557 86.0 73.1 1-480
(months)
Weight (kg) 490 66.5 9.5 39.9-118
Height (cm) 477 165.3 7.6 144—185
SBP (mmHg) 594 156.6 18.8 100—230
DBP (mmHg) 594 95.3 10.7 60—130
Heart rate (bpm) 396 74.6 9.2 45-110
N (%)
Sex Male 403 (67.7)
Female 192 (32.3)
Menopause (Yes) 165 (27.7)
Menopause (No) 27 ( 4.5)
Smoking Smoker 120 (20.2)
Ex-smoker 149 (25.0)
Non-smoker 267 (44.9)
Family history of Yes 26 ( 4.4)
cardiovascular
disease o 498 (83.7)
Medical No 327 (55.0)
conditions Yes 268 (45.0)
Heart disease 91 (15.3)
Stroke or transient 4(07)
ischemic attack
Nephropathy 54 (9.1
Peripheral arterial disease 3003
Retinopathy 3(0.5
DM 108 (18.2)
Dyslipidemia 66 (11.1)
Other 49 ( 8.2)
Concomitant Beta blockers 197 (33.1)
medication Loop diuretics 31 (52
(.onﬁhypetr;ren— Potassium-Sparing diuretics 3(0.5)
sive agen o
9 Thlcc;izlrdeeﬂi?nd Related 74 (12.4)
drenergi
g\lockingggungesuron 5008
Aldosterone antagonists 13(22)
Alpha blockers 16 ( 2.7)
Angiofensih Il receptor 139 (23.4)
antagonists
Calcium-Channel blockers 328 (55.1)
Vasodilators 4(07)
Other antihypertensive drugs 2(0.3)
Initial dosage 2mg 8(13
4mg 548 (92.1)
8mg 39 ( 6.6)

HTN: hypertension, DM: diabetes mellitus, SBP: systolic blood pres-
sure, DBP: diastolic blood pressure
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Fig. 1. Percentage of patients who achieved therapeutic
objectives [BP<140/90 mmHg or BP<130/85 mmHg in patients
with diabetes] (n=534).

Table 2. Mean change from baseline in the BP, heart rate after 4 and 8 weeks of treatment (n=534)

Baseline 8wk
SBP (mmHg) 157.1+£18.5 143.4+15.8 (=142+17.0)* 138.2+14.6 (=18.9+19.5)*
DBP (mmHg) 95.5+10.7 87.9+9.8 (=79+102)* 84.9+94 (=10.6+11.8)*
Heart rate (bpm) 748+9.0 73.8+8.0 ( —1.0+6.4)* 733+7.6 (—-1.5+68)*

Paired t-test compared with baseline data, *: p <0.05. SBP: systolic blood pressure, DBP: diastolic blood pressure
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mg/dL, —31.8+91.4 mg/dL, —16.5+43.3 mg/dL, p<
0.05, Table 3).
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Fig. 3. Comparison of changes of BP between older group and
younger group (n=533). *: p<0.01 vs baseline, p=0.05 bet-
ween older and younger group.
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Fig. 2. Mean change from baseline in blood pressure affer 4
and 8 weeks of freatment. *: p<0.01 vs baseline.

Fig. 4. Comparison of changes in BP by concomitant antihy-
pertensive regimen. *: p<0.01 vs baseline.

Table 3. Mean change from baseline in the fasting glucose and serum lipid level after 6 weeks of freatment

n Baseline 6wk
Fasting glucose (mg/dL) 72 127.2+52.6 119.7£29.9 (=12.2+429)*
Triglyceride (mg/dL) 62 185.1+94.3 158.8+67.9 (=31.8+£91.4)*
Total cholesterol (mg/dL) 83 202.1+45.7 185.9+£35.1 (=16.5+43.3)*
HDL-cholesterol (mg/dL) 52 458+11.8 442+11.5 (=1.2+8.9)

Paired t-test compared with baseline dafa, *: p <0.05. HDL: high density lipoprotein

Table 4. Comparison of changes in BP, heart rate between with and without diabetes during the study

With diabetes (n=99)

Without diabetes (n=435)

Baseline 4wk 8wk Baseline 4wk 8wk
SBP (mmHg) 158.7+£18.8 145.7+17.1 139.5+14.4 156.7+18.4 1429+155 137.9+£14.6
(=13.4+18.2)* (=19.2+£19.0)* (=14.4+16.8)* (—-18.8+19.6)*
DBP (mmHg) 94.4+11.1 86.9+9.7 83.8+9.8 95.7+10.6 88.2+9.8 85.1£9.3
(-8.0+9.2)* (=10.6+11.6)* (=7.9+10.4)* (=10.7£11.9)*
Heart rate (bpm) 76.1£9.5 74.7+8.9 759+8.9 745+8.9 745+8.9 73.6%7.7
(=1.9+62)* (-0.3£7.9) (-0.9£6.5)* (-1.8+6.5)*

Paired t-test compared with baseline data, *: p <0.05. SBP:

systolic blood pressure,

DBP: diastolic blood pressure
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Table 5. Incidence of adverse events in all patients enrolled
(n=595)

Incidence of adverse events in all patients enrolled

Events N (%)
Dizziness 4 0.7
Postural hypotension 3 0.5
Nausea 1 0.2
Elevated hepatic enzymes 1 0.2
Arrhythmia 1 0.2
Hypercholesterolemia 1 0.2
Hyperlipidemia 1 0.2
Asthenia 1 0.2
Abdominal pain 1 0.2
Hypertriglyceridemia 1 0.2
Urinary Incontfinence 1 0.2
Palpitation 1 0.2
Hyperglycemia 1 0.2
Total 18 3.0

Incidence of adverse events related to tfreatment in all patients
enrolled

Events N (%)
Dizziness 4 0.7
Postural hypotension 3 0.5
Nausea 1 0.2
Arrhythmia 1 0.2
Asthenia 1 0.2
Urinary incontinence 1 0.2
Palpitation 1 0.2
Total 12 20
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