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Radical Prostatectomy versus Observation for
Localized Prostate Cancer

Timothy J. Wilt, M.D., M.P.H., Michael K. Brawer, M.D., Karen M. Jones, M.S., Michael
J. Barry, M.D., William J. Aronson, M.D., Steven Fox, M.D., M.P.H., Jeffrey R.
Gingrich, M.D., John T. Wei, M.D., Patricia Gilhooly, M.D., B. Mayer Grob, M.D., Imad
Nsouli, M.D., Padmini lyer, M.D., Ruben Cartagena, M.D., Glenn Snider, M.D., Claus
Roehrborn, M.D., Ph.D., Roohollah Sharifi, M.D., William Blank, M.D., Parikshit

Pandya, M.D., Gerald L. Andriole, M.D., Daniel Culkin, M.D., Thomas Wheeler, M.D.,
for the Prostate Cancer Intervention versus Observation Trial (PIVOT) Study Group

N Engl J Med
Volume 367(3):203-213
July 19, 2012

The NEW ENGLAND
JOURNAL of MEDICINE
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Study Overview

« Over 700 men were assigned to radical prostatectomy or observation after
receiving a diagnosis of prostate cancer, usually on the basis of elevated
PSA levels.

« After a median of 10 years, between-group differences in all-cause and
prostate-cancer mortality were not significant.

NPOEAMAIBERE

The NEW ENGLAND
JOURNAL of MEDICINE

Study Enrollment and Treatment.

13,022 Men with newly diagnosed prostate
cancer entered into screening registry

5023 Were eligible ‘

p———=| 4292 Declined to participate ‘

L

731 Underwent randomization j

364 Were assigned to radical-prostatec- 367 Were assigned to observation group
tamy group 292 Under observation
281 Underwent radical prostatectomy 36 Under radical prostatectomy
53 Underwent observation 1 Underw £ npted radical
6 Underwent attempted radical prostatectomy but incomplete
prostatectomy but incomplete 29 Underwent EBRT
owing to positive lymph nodes 8 Underwent brachytherapy
14 Underwent EBRT 1 Underwent cryotherapy
9 Underwent brachytherapy -
1 Underwent unspecified irradiation

Wilt TJ et al. N Engl J Med 2012;367:203-213

The NEW ENGLAND
JOURNAL of MEDICINE
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Kaplan—Meier Plots of Mortality.

Wilt TJ et al. N Engl J Med 2012;367:203-213

The NEW ENGLAND
JOURNAL of MEDICINE

Forest Plots for Primary and Secondary Outcomes.

HEIRITETE B

Wilt TJ et al. N Engl J Med 2012;

The NEW ENGLAND
JOURNAL of MEDICINE
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Adverse Events Occurring within 30 Days after Surgery.

Table 1. Adverse Events Oceurring within 30 Days
after Surgery.®

Patients
Event (N =280)

no. (3)
Any 60 (21.4)
Pneumonia 2{0.7)
Wound infection 12 (4.3)
Urinary tract infection 7(25)
Sepsis 3(1.1)
Deep-vein thrombosis 2(0.7)
Stroke 1(0.4)
Pulmaonary embolism 2(0.7)
Mysacardial infarc 3 (L1
Renal failure or dialysis 1(0.4)
Bowe! injury requiring surgical repair 3(L1)
Additional surgical repair 7(25)
Bleeding requiring transfusion 6(2.1)

Urinary eatheter present >30 days 6(21)
after surgery

Death 1 (0.4)
Other 28 (10.0)
Of the 364 men randomly assigned to the radical-prosta-

al prostatectomy was completed in
280. Multiple events may have occurred in a single patient.

Wilt TJ et al. N Engl J Med 2012;367:203-213

The NEW ENGLAND
JOURNAL of MEDICINE

Patient-Reported Urinary, Erectile, and Bowel Dysfunction at 2 Years, According to Study Group.

Table 2. Patient-Reported Urinary, Erectile, and Bowel Dysfunction at 2 Years,
According to Study Group.*

Radical
Dysfunction Prostatectomy Observation P value

no. ftotal no. (%)

Urinary incontinencef 49/287 (17.1) 18/284 (6.3) <0.001
Erectile dysfunctioni 231/285 (81.1) 124/281 (44.1) <0.001
Bowel dysfunction§ 35/286 (12.2) 32/282 (11.3) 0.74

* The values reported are the number of men reporting the dysfunction and the
total number of men who responded to the question.

7 Urinary incontinence was defined by patient reports (“have a lot of problems with
urinary dribbling,” “lose larger amounts of urine than dribbling but not all
day,” “have no control over urine,” or “have an indwelling catheter”).

I Erectile dysfunction was defined as the inability to have an erection or an
erection sufficient for vaginal penetration.

§ Bowel dysfunction was defined by patient reports that it was a “moderate” or

“big” problem.

Wilt TJ et al. N Engl J Med 2012;367:203-213

The NEW ENGLAND
JOURNAL of MEDICINE
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Conclusions
* Among men with localized prostate cancer detected during the early era of
PSA testing, radical prostatectomy did not significantly reduce all-cause or

prostate-cancer mortality, as compared with observation, through at least
12 years of follow-up.

¢ Absolute differences were less than 3 percentage points.

The NEW ENGLAND
JOURNAL of MEDICINE
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