
�2 biopsy cores with �20% tumor pres-
ent in each core) were offered AS at diag-
nosis. 23 out of the 229 men in our AS
group underwent RP after a rebiopsy
showed a higher grade or more extensive
PC. Pathological outcomes of this group
were compared to patients who under-
went RP after diagnosis despite meeting
the criteria for AS after an extended (i.e.
�10 cores) biopsy.
Results: The median duration of AS was
2.3 years (range 1.2-5.3 years), and the
mean number of rebiopsies was 2.4. An
increase in tumor volume and Gleason
score were indications for treatment in 7
(30%) and 16 (70%) patients, respectively.
The relevant characteristics of patients
who underwent RP at diagnosis or after a
period of AS are listed in Table 1. Patients
from the AS group were older and were
more frequently found to have predomi-
nantly high-grade (i.e. �4�3) PC and pos-
itive margins. Tumor volume was higher
in patients initially managed by AS.
Conclusions: More than a third of pa-
tients who underwent RP after AS had pre-
dominantly high-grade PC and/or positive
surgical margins. We believe that in most
cases high-grade cancer was missed at the
initial biopsy due to undersampling. A delay
in the treatment of high-volume or high-
grade PC is a concern. A change in our bi-
opsy schedule or technique may be needed
to refine the selection of AS patients.

POD-07.04
Active Surveillance for Prostate
Cancer: An Update on the Miami
Experience
Soloway M, Manoharan M, Rosenberg D,
Kava B, Iremashvili V
Dept. of Urology, Miller School of
Medicine, University of Miami, Miami,
USA

and rectal exam. Repeat prostate biopsies
were performed every 1-2 years or earlier
in response to a dramatic rise in PSA or
change in the rectal exam.
Results: Patient characteristics are listed
in Table 1. 62.4% of patients were
younger than 65 years and 4.4% had a PSA
�10 ng/ml. Median follow-up was 3.0
years (range 0.3-12.1). 41 (18%) men were
followed at least 5 years. The median and
mean numbers of repeated biopsies were
2 and 2.2, respectively. 146 (64%) patients
had at least 2 rebiospies, while 32 (14%)
had at least 4. 51 (22%) patients “pro-
gressed” after a repeat biopsy. The indica-
tions for treatment were Gleason score of
�7 in 14 (28%) patients and increase in
tumor volume in 37 (72%) patients. Seven
patients chose to undergo curative treat-
ment despite remaining eligible for AS.
Conclusions: With narrowly defined se-
lection criteria, more than 75% of patients
remained on active surveillance over a
median period of 3 years. These men
avoid morbidities associated with treat-
ment of prostate cancer. However, long-
term results are needed to further validate
the efficacy of AS.

a
r

clinically localized adenocarcinoma of the
prostate.
Materials and Methods: A prospective
collected database of a single surgeons
experience was examined to identify pa-
tients with high risk disease according to
the D’Amico classification. Patients in-
cluded in the analysis underwent surgery
between 2000 and 2006 to allow a mini-
mum 5 years of observed follow up. Ultra-
sensitive PSA was utilised with a PSA �
0.2 considered biochemical relapse. Pa-
tients undergoing adjuvant or salvage
treatment were considered immediate fail-
ures
Results: There were 210 patients, median
(range) age 62 (44-78) included for analy-
sis. Organ confined (pT2) disease was
identified in 53% of patients, all of whom
had clear surgical margins. Seminal vesical
or lymph node involvement was observed
in 16 and 7% respectively. Positive surgi-
cal margins (�sm) were observed in 33%
of those with extra-capsular extension
(pT3). Salvage radiation was administered
to 10% of patients with a durable bio-
chemical response achieved in 65% of
these. Cancer specific and overall survival
was 96% and 94% respectively at 5 years
of observed follow up. Biochemical re-
lapse free survival was 58% at 5 years.
Conclusions: Radical prostatectomy is
effective therapy for treatment of high risk
prostate cancer, either alone or in combina-
tion with salvage radiation therapy.

POD-07.06
Inter-observer Variability in the
Interpretation of HistoScanning™
Characterisation of Prostate Cancer
van den Heuvel S1, Simmons L2,
Autier P3, Verhagen P1, Moore C2,
Emberton M2, Bangma C1

1Erasmus University Medical Centre,
Rotterdam, The Netherlands; 2University
C

POD-07.04, Table 1. Patient characteristics
at the time of diagnosis

Variable Value
Median age, years

(IQR)
62.1 (57.0–68.6)

Median PSA, ng/ml
(IQR)

4.8 (3.3–6.0)

No. cores positive for
cancer (%):

1 152 (66.4)
2 77 (33.6)

Median cancer volume
in biopsy, % core
involvement (IQR)

5 (3.5–10)

No. clinical stage (%)
T1c 219 (95.6)

PODIUM SESSIONS
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Introduction and Objective: Active sur-
veillance (AS) is a management option for
men with low-risk prostate cancer. The
long-term efficacy of AS depends on the
ability to identify patients with truly indo-
lent disease. We present an update on the
outcomes of our active surveillance proto-
col, which is based on relatively conserva-
tive selection criteria.
Materials and Methods: Our inclusion
criteria for AS patients are clinical stage
T1c-T2a, Gleason score �6, and �2 bi-
opsy cores with �20% tumor present in
each core. From October 1998 to June
2010, 261 patients met these criteria. 229
patients with at least one repeat biopsy
were included in our analysis. Patients
were followed every 3 months with PSA
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POD-07.05
Radical Prostatectomy for High-Risk,
Clinically Localized Adenocarcinoma
of the Prostate
Cozzi P1, Lienert A2, Valente P2,
Delprado W3

1U.N.S.W, Sydney, Australia; 2St. George
Hospital, Sydney, Australia; 3Douglass
Hanly-Moir Pathology, Sydney, Australia

Introduction and Objective: To evalu-
te the oncologic outcomes of radical
etro-pubic prostatectomy for high-risk

T2a 10 (4.4)

IQR – interquartile range; PSA – prostate-spe-
cific antigen

URO
ollege, London, UK; 3International
Agency for Research on Cancer, Lyon,
France

Introduction and Objective: Consider-
able utility could be derived from an imag-
ing platform that is able to accurately de-
tect and characterise prostate cancer with
minimal inter-observer variability. Prostate
HistoScanning™ has demonstrated accu-
racy for detection of lesions �0.5 cc, sen-
sitivity �90%. We examined the inter-ob-
server variability of HistoScanning™
reporting.
Materials and Methods: Patients man-
aged by active surveillance and who had
undergone HistoScanning more than once,
were eligible for this study. Two indepen-

Y 78 (Supplement 3A), September 2011



W

B

H

A
M

A

I
H
d
E
i
T
m
i
f
p
M
t

dent observers processed and analysed
the HistoScanning outputs for each acqui-
sition. Observers first contoured the pros-
tate gland, then HistoScanning automati-
cally defined the prostate volume,
sextants and the probable cancer volumes
(unrefined); the observer then deselected
volumes deemed unlikely to represent
prostate cancer and recalculated volumes
(refined). The kappa statistic was used to
estimate the inter-observer agreement for
presence of a focus �0.5cc in any one
sextant. The HistoScanning™ focus vol-
umes estimated by the two observers
were compared using the least square lin-
ear regression. The average HistoScanning
volumes were calculated by summing the
sextant volumes from each scan and com-
puting the average from multiple scans for
each of the twelve patients.
Results: There were 198 sextants gener-
ated by 33 scans from twelve patients ana-
lyzed independently by two observers.
Both observers found a refined focus
�0.5cc in 40 sextants and no such focus
in 138 sextants (Table 1). Hence, both
observers agreed on the presence or ab-
sence of focus in 90% of sextants, achiev-
ing a kappa statistic of 0.73.
Conclusions: Inter-observer agreement is
high when two trained observers progress
through the HistoScanning workflow to
determine prostate cancer volume and
presence of focus within a sextant. Histo-
Scanning has already demonstrated high
sensitivity for cancer detection, with mini-
mal inter-observer variation between re-
porters it may prove a useful imaging mo-
dality for prostate cancer diagnosis.

POD-07.06, Table 1. Observer agreement.

Observer 2

Focus Focus
POD-07.07
Long-Term Cancer Outcomes After
Radical Prostatectomy and Selective
Salvage Radiotherapy in 1670 Pt2-
3N0M0 Patients by Margins Status:
Quantification of Overtreatment with
Adjuvant Radiotherapy for all Positive
Margins
Fradet V, Lodde M, Mauermann J,
Caron A, Lacombe L, Dujardin T, Fradet Y
Laval University Cancer Research Center,
CRCHUQ, Quebec City, Canada

Totalyes no
Observer 1

Focus yes 40 11 51
Focus no 9 138 147

Total 49 149 198

UROLOGY 78 (Supplement 3A), September
Introduction and Objective: The im-
pact of positive surgical margins after radi-
cal prostatectomy on tumour recurrence
and the necessity of adjuvant radiotherapy
(RT) remains unclear. We analyze the out-
comes of patients with pT2-3 N0 M0 pros-
tate cancer without adjuvant radiotherapy
after radical prostatectomy (RP) in relation
to the use of salvage RT, stratified by mar-
gins status.
Materials and Methods: From the 2292
patients in our institutional database with
pT2 or pT3 N0M0 prostate cancer with-
out evidence of metastasis at time of RP,
we excluded 622 patients. Exclusion crite-
ria were neoadjuvant or adjuvant andro-
gen deprivation therapy (ADT), adjuvant
RT within 6 months of surgery or a de-
tectable PSA at 3 months after RP. Inci-
dence of biochemical recurrence, bone
metastasis and start of salvage radiother-
apy or hormonal treatment was assessed
comparing margin-positive and margin-
negative patients.
Results: There were 668 patients who
were margin-positive, of which 143 re-
ceived salvage radiotherapy after a mean
time of 36.4 � 26.8 months, whereas 525
patients (78.6%) did not receive salvage
treatment. Median follow-up was 92.7 and
75.6 months for margin- positive and -neg-
ative patients, respectively. At the end of
follow-up, cancer-specific mortality in the
radiation group was �1% (1 patient) com-
pared to �1% (4 patients) in the radiation-
free margin-positive group. 10 yr Kaplan-
Meier estimates for bone metastasis-free
survival was 99% for margin-negative pa-
tients and 97% for margin-positive patients
(log-rank p�0.0505). In multivariate Cox
regression analysis corrected for standard
pathologic features, positive surgical mar-
gins after RP failed to prove a significant
impact on time to bone metastasis (HR

1.284(95%CI 0.525-3.143; p�0.5835)
whereas pathological stage and especially
Gleason score were strong predictors. Of
the margins positive patients only 5% of
those 525 patients who did not receive
salvage RT received definitive ADT con-
trasting with 68% of those 143 patients
who received salvage RT.
Conclusions: Only 20% of patients with
positive surgical margins in this series re-
ceived salvage RT. Only 5% of those who
did not receive salvage RT progressed to
definitive ADT, suggesting that adjuvant
RT would have been an overtreatment for
the great majority. Biomarkers and risk
factors of late progression may improve
the selection of patients for adjuvant RT.
*A preliminary version, thus slightly
different, of these data have been ac-
cepted for presentation at the Cana-
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POD-07.08
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ntroduction and Objectives: Prostate
IFU is currently under investigation un-
er an FDA granted Investigational Device
xemption. Herein we report the morbid-
ty profile observed during the ENLIGHT
rial of primary HIFU performed as a
onotherapy. Traditional morbidities of

ncontinence, stricture and erectile dys-
unction and bowel injury were evaluated
rospectively as a component of the trial.
aterials and Methods: Transrectal Abla-

herm HIFU was performed at 12 centers in

PODIUM SESSIONS
he USA and one in Canada under site IRB
pproval. Patients with previously untreated
ow-risk localized prostate cancer were con-
ented, enrolled and underwent non-nerve
paring, whole gland HIFU. Gland size was
estricted to an A-P diameter of 25mm. All
dverse events observed during the trial
ere recorded per protocol design. The

unctional status of enrolled subjects was
valuated prior to HIFU and 1, 6, 12, and 24
onths post treatment. Questionnaires in-

luding the IPSS and UCLA-PCI were uti-
ized to assess urinary and sexual function.
otency is reported with or without PDE-5

nhibition.
esults: There were 134 subjects en-

olled. Pre-treatment one subject reported
egular pad use for urinary incontinence.
he pre-treatment, 1, 6, 12 and 24 month
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