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Objective: This study was designed to assess the efficacy, safety and compliance of terazosin in the management of lower

urinary tract symptoms due to benign prostatic hyperplasia. Patients and methods:

Study was conducted in the

department of urology, DHQ Hospital Vehari, in about 1-year i-e from July 2004 to June 2005. Sixty patients with an age
range of 45-85 years were included in the study. Data was collected prospectively. Patients were assessed according to the
international prostate symptom score (I-PSS) at the start of study, during follow up and at the end of study. Results: Out of
sixty patients, fifty-two were able to complete the study. It was observed that most of the patients obtained a significant
decrease in the prostate symptoms score and improvement in QoL score, with only a few side effects.Conclusion:
Terazosin is a safe and effective treatment for BPH with good compliance.
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BPH is the most common problem of the old age in
urological practice. It is the most common cause of LUTS
in men aged >50 years and rarely occur before the age of
40 years. It affects about 8%of men in 4™ decade, 50% of
men ageing 60 years, rising to 88% in men aged 80 years
and 90% in the 9™ decade. Out of these BPH patients ~
25%of men will require treatment by the age of 80 years'™.

BPH is a proliferative process that involves both the
stromal and epithelial elements of the prostate™®. Its
clinical manifestations include obstructive and 1rr1tat1ve
lower urinary tract symptomns, urinary retention, UTI, and
haematuria. In most men with this disorder, the goal of
therapy is to relieve bothersome urinary symptoms.

Although prostatectomy has been a widely accepted
treatment for symptomatic BPH, this surgical procedure
may fail in up to 20% of men, will need to be repeated
within 8 years in 15% of men, and is associated with
complications such as impotence 10%, urinary tract
infections 8%, epididymitis 5% and in 3% the urinary
incontinence®. This leads to the desire of non-operable
measures especially pharmacological therapy. Four groups
of drugs are currently used in the conservative
management of BPH. These are «-1 adrenoceptor
antagonists, 5o reductase inhibitors, phytotherapy and
polyenic macrolides. Prazocin was a selective -1
adrenoceptor blocking agent. Terazosin is one of the
second generation selective o-1 adrenoceptor antagonist.

Caine, has suggested that obstruction secondary to
BPH occurs because of two factors; a dynamic (smooth
muscle) component and a mechanical (adenoma)
component. Alpha 1-blockers act on the dynamic
component of obstruction by  decreasing the
sympathetically controlled tone of prostatic smooth
muscle’.

Our aim of the study was to assess the efficacy,
safety and compliance of terazosin in the management of
lower urinary tract symptoms due to benign prostatic
hyperplasia.

Patients and Methods:
This study has been conducted in the department of
urology, DHQ Hospital Vehari, in about 1-years i-e from
July 2004 to June 2005.All patients were seen in urology
OPD. Total number of patients included in the study was
60. Data was collected prospectively. Diagnosis about
LUTS due to benign prostatic hyperplasia was made
clinically in OPD after a detailed history, general &
systemmic physical examination, DRE (digital rectal
examination) and some basic investigations. In this study
we only included the patients having LUTS secondary to
BPH. Patients were informed about the disease and its
management options in detail and only those patients were
included in the study who opted management of their
symptoms with terazosin. The salient inclusion criteria
were patient age > 45 years, post void residual urine
(PVRU) < 100 ml, symptoms of BPH sufficiently
bothersome to warrant medical therapy. The salient
exclusion criteria were clinical or laboratory evidence of
prostate cancer, known diabetic, medically treated
hypertension, primary neurological disorder, urinary tract
infection, renal or hepatic insufficiency, orthostatic
hypotension, prior prostatectomy, vesical stone and
urethral stricture disease. Thorough assessment of
obstructive and irritative symptoms was made while
screening the patients. Patients were assessed according to
the international prostate symptom score (I-PSS).
Terazosin was administered to all patients who
quantified for the clinical trial. They received an initial
dose of 1 mg once daily for seven days and then a dose of
2mg per day for the next seven days. If the drug was well
tolerated the dose was titerated to 5mg once daily. The
treatment duration was 6 months. Patients were assessed at
0, 14 & 42 days and then after every month for total of 6
months. Each patient completed the I-PSS questionnaire
and quality of life score (QoL). Blood pressure, heart rate,
breathing rate were measured at each follow up. DRE was
done at the first and final visit. Apart from clinical history
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and examination the laboratory tests, urine analysis, urine
culture, PSA(prostate specific antigen), CBC(complete
blood count), RFTs (urea & creatinine) were also
considered at subsequent visits. The kidneys, urinary
bladder, prostate adenoma volume and PVRU were
assessed ultrasonographically.

Results:

A total of 60 patients with an age range of 45-85 vears,
given consent to participate in this study. Out of these, 52
patients were able to complete the study. Three patients
failed to attend the clinic and were lost to follow up. Two

Table: 1 I-PSS at the beginning of trial (n=60)

patients developed urinary retention during the treatmens

and underwent TUR-P. One patient was suspected to have
carcinoma prostate on screening after 3 months and was
excluded from the study. One patient discontinued the
treatment saying that now he is okay without medicine

Another one refused the treatment because of the side

effects of medicine and opted for surgery.

Bascline clinical symptoms of all 60 patients entering
the study are summarized in table-I, which shows the
number of patients and their relative percentage in various
columns of I-PSS score at the beginning of the study

Score 0 1 2 3 4 3

Frequency of micturition 0 0 6(10%) 32(53.33%) 12(20% ) 10(16.66% )
within two hours

Urgency of micturition "0 4( 6.66%) 10( 16.66%) 13(21.66%) 25(41.66%) 8( 13.33%)
Nocturia 2(3.33%) 5(8.33%) 31(51.66%) 12(20%) 10(16.66%)
Poor stream 0 6(10%) 14(23.33%) 16(26.66% ) 20(33.33% ) 4(6.66% )
Strain to begin urination 0 5(8.33) 15( 25.0%) 12( 20.0%) 22(36.66% ) 6( 10%)
Intermittency 4(6.66%) 8(13.33%) 14(23.33%) 20(38.46) 14(23.33%)
Sense of incomplete bladder 0 7( 11.60%) 17(28.33% ) 22(36.66% ) 10(16.66% ) 4(6.66% )

voiding

The symptomatic improvement assessed at the end of six months using I-PSS was significantly greater with terazosin. The
results of all 52 patients who completed the study are elaborated in table-11.

Table:I1 I-PSS at the end of trial (n=52)

Score 0 ' 1 2 3 4 5
Frequency of 7(13.46%) 6 (11.54%) 9 (17.30%) 18 (34.61%) 7 (13.46%) 5(9.61%)
micturition within : .
two hours
Urgency of 18(34.61%) 19(36.53%) 8(15.38%) 6(11.54%) 1(1.92%) 0
micturition
Nocturia 20(38.46%) 12(23.07%) 8(15.38%) 6(11.54%) 4(7.69%) 2(3.85%)
Poor stream 5(9.61%) 10(19.23%) 16(30.76%) 13(52%) 7(13.46%) 1(1.92%)
Strain to begin 4(7.69%) 9(17.30%) 17(32.69%) 10(19.23%) 8(15.38%) 4(7.69%)
urination
Intermittency 14(26.92%) 15(28.85%) 9(17.31%) 6(11.54%) 5(9.62%) 3(5.77%)
Sense of incomplete  6(11.54%) 11(21.15%) 7(13.46%) 19(36.54%) 7((13.46%) 2(3.85%)
bladder voiding
The incidence of adverse events have been shown in table-I11.

10,1112

Table:-111 Side effects of terazosin (n=52)

Adverse events No. of patients ~ Percentage

Dizziness 1 1.92%

Headache 1 1.92%

Asthenia 1 1.92%

Postural hypotension 2 3.85%

Total s 9.61%
Discussion:

The use of alpha adrenergic blockade to treat men with
symptomatic benign prostatic hyperplasia is based on the’
hypothesesis that the disorder arises from bladder-outlet
obstruction and that 40 percent of cellular volume of the
hyper plastic prostate is made up of smooth muscle®,
whose tension is mediated by alpha-1 adrenoceptors’.
Therapy with alpha-1 adrenergic-antagonist drugs such
as terazosin has been found to be safe and effective in
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men with benign prostatic hyperplasia , a finding
that our study confirmed. There was a significant
decrease in I-PSS score after six months of terazosin
therapy, changes nearly identical to those observed in an
earlier clinical trial of terazosin at the same dose.

These results suggest that the treatment for BPH with
terazosin is quite safe and effective. The risk of adverse
events is low (about 9% ), compareable with other
studies'>". There is a good therapeuitic effect, as shown
by the decrease in LUTS, improved QoL and smaller
PVRU at a dose of Smg/day.

The aim of this mode of treatment is not to cure
BPH but to treat a very large number of patients who
suffer from troublesome symptoms but do not otherwise
need operation, and also those who are in waiting list of
surgery for BPH".




The cardiovascular safety profile fascillitates the
prescription of terazocin in patients receiving
concomitant antihypertensive medications and in older
patients in which the prevalence of orthostatic
hypotension is high'®.,

The results of our study have also shown that the I-
PSS symptom score for both obstructive and irritative
symptoms were significantly improved with terazocin. It
was also observed in our study that the symptomatic
improvement was associated with a significant
improvement in patients quality of life.

Conclusion:

The main aim of this study was to assess the efficacy,
safety and compliance of terazocin in the treatment of
patients with symptomatic benign prostatic hyperplasia.
The results of this study depictd that terazocin is a safe
and effective drug in the management of LUTS due to
enlarged prostate. This also suggest that men with
symptomatic BPH who lack absolute indications for
surgical intervention and contraindications for alpha
blockade may be offerd this treatment alternative.
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