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Background: The clinical importance
and disease burden of prostate cancer —
the second leading cause of cancer-
related death among men in Canada —
are unquestioned, yet significant con-
troversy remains concerning the role of
screening and the optimal management
of early stage disease. To date, the po-
tential benefits of aggressive local ther-
apy over watchful waiting have not been
studied in the context of a randomized
controlled trial. Systematic overviews of
observational studies have confirmed
the dearth of reliable data upon which
specific recommendations can be made.

Question: Does radical prostatectomy
in early prostate cancer reduce cancer-
specific mortality? Also, does it affect
metastasis-free survival, local progres-
sion and overall mortality?

Methods: In this randomized controlled
trial the Scandinavian Prostatic Cancer
Group randomly assigned 695 men with
early prostate cancer to watchful waiting
or radical prostatectomy. To be eligible,
men had to be less than 75 years old,
have a general medical condition that
would permit radical prostatectomy and
follow-up of at least 10 years, have a tu-
mour in stage T2 (confined to the
prostate) or lower that was well or mod-
erately well differentiated, have no
metastases or urinary tract obstruction
and have a prostate-specific antigen
(PSA) level of less than 50 ng/mL (µg/L).

Follow-up included regular clinical,
laboratory and radiologic examinations
to detect evidence of local progression
or distant metastases. The end points
were disease-specific mortality, rate of
distant metastases and overall mortality.
Outcome decisions for all deaths were

adjudicated by an independent end-
points committee. Analysis was done
according to the intention-to-treat
principle and was based on complete
follow-up of all eligible participants.

Results: After enrolment 3 men were
found to be ineligible and were ex-
cluded. A total of 348 men were as-
signed to watchful waiting and 347 to
radical prostatectomy. During follow-
up, 30 men originally assigned to watch-
ful waiting underwent radical prostatec-
tomy with curative intent, and 25 men
assigned to surgery decided against it.
The baseline characteristics of the
watchful waiting and surgery groups
were similar: mean age 64.7 (standard
deviation 5.1) years and mean PSA lev-
els 12.3 and 13.5 µg/L respectively.

During a median follow-up of 6.2
years, 62 men in the watchful waiting
group and 53 in the surgery group died.
Cancer-specific mortality was lower in
the surgery group (4.6% [16/347] v.
8.9% [31/348]), yielding a relative haz-
ard of 0.50 (95% confidence interval
[CI] 0.27–0.91). At 8 years’ follow-up
the rate of local progression (19.3% v.
61.1%, relative hazard 0.31, 95% CI
0.22–0.44) and the development of
metastatic disease (13.4% v. 27.3%, rela-
tive hazard 0.63, 95% CI 0.41–0.96)
favoured the surgery group. Overall
mortality, however, did not differ signifi-
cantly between the watchful waiting and
surgery groups (28.3% v. 22.0%, relative
hazard 0.83, 95% CI 0.57–1.2).

Commentary: Despite the short follow-
up period for a prostate cancer trial, this
study for the first time shows clear evi-
dence that surgical treatment of localized
prostate cancer can reduce disease-
specific mortality. (These data may be
more difficult to reproduce in a PSA-
screened population over a similar time-
frame, as the lead-time bias of a screened
population may be in excess of 5 years.)
Although no significant overall survival
benefit from surgery was shown in this

study, the risk of death from prostate
cancer persists well beyond 10 years from
diagnosis, and longer follow-up is needed
to determine whether the cumulative
benefit of surgery will increase over time.

These results must be interpreted in
the context of the possible complica-
tions of prostatectomy. In a companion
article to this study, Steineck and asso-
ciates1 reported on the quality of life in
a subset of study participants. Although
baseline data were not collected pros-
pectively, men in the surgery group had
higher rates of erectile dysfunction and
urinary incontinence but a lower rate of
urinary obstruction than men in the
watchful waiting group. On average,
however, there was little difference in
well-being and subjective quality of life
between the 2 groups.

Implications for practice: Based on the
results of this study, practitioners treat-
ing men with early prostate cancer can
inform them that, over 10 years of fol-
low-up, radical prostatectomy reduces
the rate of local recurrence, progression
to metastatic disease and disease-specific
mortality, but it offers no advantage over
watchful waiting in overall mortality.
Using these new data, together with
knowledge of quality-of-life outcomes
from the companion study, practitioners
will be better equipped to elicit their pa-
tients’ preferences and help them arrive
at a better-informed treatment decision.
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