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Finasteride reduced symptoms and need for surgery for
benign prostatic hyperplasia
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Question
'•%: - Among men with benign prostatic
: V perplasia (BPH), can finasteride re-

duce symptoms, development of acute
urine retention, and the need for sur-

I -gery over the long term?

I : Design
•| r , 4-year, randomized, double-blind,
'*;% :pkcebo-controlled trial.

| Setting
ji•'.. 95 study centers.

Patients
...3040 men (mean age 64 y) who had

BPH with moderate to severe lower
:- urinary tract symptoms, decreased
; maximal urine flow rates, and an

enlarged prostate gland. Exclusion
criteria were use of a-adrenergic-an-
tagonist drugs or antiandrogens; his-
tory of chronic prostatitis, recurrent

Commentary

urinary tract infections, or prostate or
bladder cancer or surgery; or a serum
prostate-specific antigen concentra-
tion > 10 ng/rnL. Follow-up was 91%.

Intervention
After a 1-month run-in period, men
were allocated to finasteride, 5 mg/d (n
= 1524), or placebo (n = 1516) for 4 years.

Main outcome measures
Main outcome was a symptom score
of 0 to 34, based on a self-administered
questionnaire about the frequency of
symptoms (includingnocturia; impair-
ment of size and force of urine stream;
urination frequency; delayed, strained,
or interrupted urination; and incom-
plete emptying of the bladder). Second-
ary outcomes were surgery for BPH
and acute urine retention.

Main results
Men who received finasteride had greater
mean decreases in symptom scores than
men who received placebo (2.6 vs 1.0,

P < 0.001). Fewer men in the finasteride
group had surgery (P < 0.001) or devel-
oped acute urine retention (P < 0.001)
(Table). The incidence of adverse effects
was higher for the finasteride group than
for the placebo group for decreased li-
bido (P = 0.002), impotence (P < 0.001),
decreased ejaculate volume (P < 0.001),
ejaculation disorder (P = 0.002), breast
enlargement or tenderness (both P =
0.03), and rash (P = 0.04).

Conclusion
Among men with moderate-to-severe
benign prostatic hyperplasia, finasteride
reduced symptoms, tine need for surgery,
and acute urine retention.
Source of funding: Merck.
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Finasteride vs placebo for benign prostatic hypeiplasia*

Outcomes at 4 y Finasteride Placebo RRR(95%CI) NNT(CI)

Surgery 4.6% 10.1%
Acute urine retention 2.8% 6,6%

54.9% (40.7 to 65.7) 18 (13 to 27)
57.9% (40.1 to 70.4) 27 (19 to 43)

* Abbreviations defined in Glossary; RRR, NNT, and CI calculated from data in article.

Most patients with bothersome lower
urinary tract symptoms try a course of
pharmacoiogic therapy before considering
surgery for BPH. The pharmacoiogic ar-
mamentarium includes a-adrenergic
blockers (e.g., terazosin, doxazosin, and
tamsulosin) and the 5a-reductase inhibi-
tor fmasf.eride. In short-term studies,
finasteride has had a modest effect on
symptoms for men with enlarged prostates
(1); however, in one head-to-head Veter-
ans Affairs trial, an a-blocker provided
superior symptom relief across a spectrum
of prostate sixes (2).

McConnell and colleagues provide die
longest follow-up for any controlled trial of
BPH therapy. For a period of 4 years, die
superiority of finasteride over placebo for
niean symptom reduction among men with
large prostates was modest. On the other

hand, finasteride resulted in an impressive
relative reduction in the rate of prostatec-
tomy and acute urine retention. The former
finding is especially interesting, as most pros-
tatectomies are done for symptom relief, and
the magnitude of the reduction in surgery
seems out of proportion to finasteride's av-
erage effect on symptoms.

Whether the numbers needed to treat to
prevent these events are acceptable is in. the
eye of die beholder. Most men would prefer
to avoid surgery or urine retention, but nei-
ther is particularly risky. As is true for virtually
all decision making regarding BPH, informed
patients should participate in the choice.

These results will logically lead to cost-ef-
fectiveness analyses of finasteride prophy-
laxis. They also raise the question of whether
combination therapy with an a-blocker and
finasteride would provide optimal medical

management for men with large prostates.
Although the Veterans Affairs trial showed
no advantage of combination therapy over
terazosin alone for symptom relief (2), many
of these men had smaller prostates and were
followed for only 1 year.
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