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OD-10.09
odified Balloon-Tamponade of the
avity of Transvesical Protetectomy:
xperience in 2092 Cases
min H1, Salem Khairy H2

The Cairo Medical Centre, Cairo, Egypt;
Kasr Al-Ainy Hospital, Cairo University,
airo, Egypt

ntroduction and Objectives: Open op-
ration was, and will always be, a good
reatment for benign prostatic hyperplasia
BPH). Our objective is to explain why
ur patients successfully overcame the
ain hazard of open prostatectomy:
hich is hemorrhagic complications?
aterial and Methods: Study from 1957

o 2006, including 2092 cases of BPH.
resentations: resistant lower urinary tract
ymptoms( LUTS) and or acute / chronic
etention. BPH below 60 grams not in-
luded in the study. Intervention: Trans-
esical exposure. Only frank bleeders at
rostato-vesical junction controlled. Then
e turn the prostatic fossa into a tempo-

arily half-closed cavity with catgut su-
ures; just to retain balloon in cavity for
ffective tamponade. Using balloon-tam-
onade,we get smoothened walls and in-
tantaneous hemostasis. Balloon choice is
rucial: it must inflate in a spherical ap-
le-like shape. Measurements: Main out-
ome measure: assessment of intra-and
ost-operative blood loss.
utlet complications followed-up as out-
atients for one year.
esults: Instantaneous hemostasis was
chieved once the balloon was inflated a
ittle more than the size of the sub-vesical
ortion of the adenoma. This allowed the
hole operation to take less than 60 min-
tes. Immediate re-operation needed for
ix cases, (0.3%) in whom the balloon
ither got ruptured or displaced into blad-
er. Peri-operative transfusions needed for
4 patients in the whole series, (1.15 %).
ixteen infective secondary hemorrhages
round the eleventh day (0.8%). Thirty-
ve vesical neck contractures, (1.7 %).
wenty-seven urethral strictures and/or
eatal stenosis (1.3 %); attributed to long
re-operative catheterization.
onclusions: Our modification greatly

mproves the morbidity spectrum of open
rostatectomy; making it an excellent op-
ion, especially for large adenomas. Open
rostatectomy teaching should continue
s a mandatory skill. A skill needed in
ore than 60% of the world, even in de-

eloped nations.

OD-10.10
ecreased Efficiency of GreenLight

PS™ Laser Photoselective (

ROLOGY 74 (Supplment 4A), October 2009
aporization Prostatectomy (PVP)
ith Long-Term 5�-Reductase

nhibition Therapy: Is It True?
ong C1, Spaliviero M1, Strom K1, Araki M2

Department of Urology, University of
klahoma Health Sciences Center, Okla-
oma City, OK, USA; 2Okayama Univer-
ity, Okayama, Japan

ntroduction and Objectives: 5�-reduc-
ase inhibitors reduce angiogenesis in be-
ign prostatic tissue. This has been postu-

ated to affect the efficiency of the
otassium-titanyl phosphate (KTP) laser
uring PVP, which has hemoglobin as its
rimary chromophore. Whether this ef-

ect of 5�-reductase inhibitors applies to
reenLight HPS™ laser PVP is not clear.
e evaluate GreenLight HPS” laser PVP as

reatment for benign prostatic hyperplasia
BPH) in patients on long-term 5�-reduc-
ase inhibitors.
aterials and Methods: We prospec-

ively evaluated our initial GreenLight
PS” laser PVP experience in patients
ith and without long-term 5�-reduc-

ase inhibition. Transurethral PVP was
erformed using a GreenLight HPS™
ide-firing laser system with normal sa-
ine irrigant. Voiding trials were per-
ormed two hours post surgery; if un-
ble to void, a urethral catheter was
eplaced. American Urological Associa-
ion Symptom Score (AUASS), maximum
ow rate (Qmax) and post void residual
PVR) were measured preoperatively and
t 1, 4, 12, 24 and 52 weeks post surgery.
erum PSA and TRUS were also obtained
t the 12 week follow-up interval.
esults: There were 169 consecutive pa-

ients identified; 54 were on either finas-
eride or dutasteride for more than 6
onths and 115 were not. Mean prostate

olumes were 67�35 and 74�47 mL
p�0.79) and mean PSA values were
.1�2.3 and 2.7�2.7 ng/ml (p�0.16),
espectively. There were no significant
ifferences in the parameters of laser utili-
ation (14�9 and 13�9 minutes, p�0.45)
nd energy usage (88�63 and 86�57 kJ,
�0.83). All were outpatient procedures
ith the majority of the patients catheter-

ree at discharge. All patients were able to
iscontinue their prostate medications
ollowing surgery. The mean rates of pros-
ate vaporization (3.3�2.2 and 3.0�1.4
L/min, p�0.11; 0.55�0.33 and

.59�0.71 mL/kJ, p�0.77) and TRUS vol-
me decrease 12 weeks post surgery
54�14 and 51�12 %, p�0.32) were sim-
lar between the two groups. AUASS,
max and PVR values showed significant

mprovement within each group

p�0.05), but the degree of improvement P
etween the two groups did not show
tatistical significance.
onclusion: Our experience suggests

hat 5�-reductase inhibitors do not have a
etrimental effect on the efficiency and
fficacy of GreenLight HPS™ laser PVP.

OD-10.11
ong-term Efficacy of Combination
herapy with the Dual 5-� Reductase
nhibitor Dutasteride and the �-
locker Tamsulosin in the Treatment
f Benign Prostatic Hyperplasia: 4-
ear Results from the Randomized,
ouble-blind, CombAT Trial
oehrborn C1, Barkin J2, Morrill B3,
lack L4 and Gagnier RP5 on behalf of the
ombAT Study Group
Dept. of Urology, UT Southwestern Medi-
al Center, Dallas, Texas, USA; 2Dept. of
rology, University of Toronto, Toronto,
ntario, Canada; 3Biostatistics and Pro-
ramming, GlaxoSmithKline; 4Global
ealth Outcomes, GlaxoSmithKline; 5Clini-

al Development, GlaxoSmithKline, Re-
earch Triangle Park, North Carolina, USA

ntroduction and Objectives: Investi-
ate the efficacy and safety of dutasteride/
amsulosin combination versus each
onotherapy for improving symptoms

nd clinical outcomes in men with moder-
te-to-severe BPH.
aterials and Methods: In this 4-year,

nternational, randomized, double-blind, par-
llel-group study, 4844 men �50 years with
PH (IPSS �12, total prostate volume [PV]
30 cc, serum PSA 1.5-10 ng/mL, Qmax

-15 mL/s) were randomized to receive
utasteride 0.5 mg/day (n�1623), tamsulo-
in 0.4 mg/day (n�1611), or the combina-
ion (n�1610) for 4 years. Safety data and
he primary endpoint at 4 years have previ-
usly been reported: combination therapy
ignificantly reduced the risk of AUR or
PH-related surgery by 65.8% versus tamsu-

osin, from 11.9% to 4.2%. Here we report
he secondary endpoints of change from
aseline in IPSS, prostate volume, Qmax,
PH impact index (BII) and IPSS question 8,
nd the proportion of men with symptom
mprovement �3 IPSS points.
esults: At 4 years, mean change from
aseline in IPSS, BII and QoL were signifi-
antly greater with combination versus both
onotherapies; mean change in PV and

max were significantly greater with combi-
ation versus tamsulosin but not versus
utasteride (Table 1).
onclusion: At 4 years, significantly greater

mprovements from baseline were observed
n IPSS, BII and IPSS Q8 with combination
herapy versus both monotherapies, and for

V and Qmax versus tamsulosin. The signifi-
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S

ant improvement in IPSS score with com-
ination therapy versus both monotherapies
bserved within 1 year was maintained to 4
ears, and along with the significant reduc-
ion in risk of AUR or BPH-related surgery,
rovides support for the long-term use of
utasteride and tamsulosin combination
herapy in men with moderate or severe
PH and prostatic enlargement.

odium Session 11: Prostate
ancer, Advanced Disease
ednesday, November 4,

3:30-14:50
OD-11.01
ose Finding and Safety Analysis of

necalcitol in Combination with
ocetaxel-Prednisone Regimen in
ormone-Refractory Prostate Cancer

HRPC) Patients (PTS)
edioni J1, Deplanque G2, Maurina T3,

errero J4, Rodier J5, Raymond E5, Allyon
1, Kalla S2, Dufour-Lamartinie J6,
udard S1

Hôpital Européen Georges Pompidou,
aris, France; 2Centre Hospitalier St Jo-
eph, Paris, France; 3Centre Hospitalier
niversitaire Jean Minjoz, Besançon,
rance; 4Centre Antoine Lacassagne,
ice, France; 5Hôpital Beaujon, Clichy,
rance; 6Hybrigenics, Paris, France

ntroduction: Inecalcitol is a novel syn-
hetic vitamin D3 analogue with potent
ntiproliferative effects in human cancer
ell lines and a 100-fold lower hypercalce-
ic activity than calcitriol in animal mod-

ls.
aterials and Methods: In this study,

scalating dosages of inecalcitol was com-
ined to chemotherapy in naive HRPC
ts. Safety and efficacy were evaluated in
roups of 3-6 patients receiving inecalcitol
aily or every other day on a 21-day cycle

n combination with docetaxel (75mg/m2

POD-10.11, Table 1. Effect of treatments on se

Symptoms-related endpoints
Adjusted mean IPSS change from baseline
Prostate volume change from baseline, cc (ad
Adjusted mean Qmax change from baseline, m
Proportion of men with IPSS change from bas

QoL-related endpoints
Adjusted mean BII change from baseline
Adjusted mean IPSS Q8 change from baseline

*p�0.04 vs. combination therapy; **p�0.001 vs. comb
3w) and oral prednisone (5mg bid). Bi- R

34
hosphonates were prohibited during the
rst cycle. Patients received up to six cy-
les unless unacceptable toxicity or dis-
ase progression. Primary endpoint was
ose limiting toxicity (DLT) defined as
rade 3 hypercalcemia within the first
ycle. Calcemia, creatininemia and CBC
ere assessed weekly; biochemistry, ECG

nd PSA every 3 weeks. Efficacy endpoint
as PSA response defined as �30% de-

line within 3 months.
esults: Five dose levels: 40, 80, 160,
00, 600 �g have been evaluated in 34
ts; 9 pts are still being treated at 600 �g;
5 pts have completed 6 cycles (13 bone
etastases; 3 extrasqueletic metastasis, 8

one and extrasqueletic metastases; 1
SA-only disease). Median age was 72
ears [range, 53-87], median Gleason
core (Gs) 7 [36% Gs 10-8, 64% Gs 7-6]
nd median PSA 41.5 ng/mL [range, 0.9-
62.4].No increased calcemia was re-
orted. Most adverse events (AE) were
1-2, asthenia (19pts), constipation

14pts), diarrhea (13pts). G3-4 AEs were
eutropenia (11pts) lymphopenia (9pts),
sthenia (3pts), arrhythmia (2 pts), gen-
ral health deterioration (2pts) and diar-
hea (1pt). None of these AEs was consid-
red related to inecalcitol. Of the 23
valuable pts for PSA response, 20 (87%)
ad �30% PSA decline.
onclusion: Results from this ongoing

tudy show the safe toxicity profile of in-
calcitol when given daily in HRPC pts.
SA responses with this combination are
ncouraging. As DLT was not reached,
igher dose of inecalcitol (1000 �g/day)
ill be further tested.

OD-11.02
arly Versus Delayed Endocrine
reatment of T2-T3 pN1-3 M0 Prostate
ancer Without Local Treatment of

he Primary Tumour: Final Results of
uropean Organisation for the

ary endpoints at 48 months (intention-to-treat po

Dutasteride 0.5 mg �
tamsulosin 0.5 mg

(n�1610)

�6.3
d mean, %) �13.1 (�27.3%)

2.4
�3 points 71%

�2.2
�1.5

n therapy; QoL, quality of life.
esearch and Treatment of Cancer o

URO
rotocol 30846 After 13 Years of
ollow-up
urth K1, Schröder F2, Fossa S3, Hoekstra
4, Karthaus P5, de Prijk L6, Colette L6

Academic Medical Center, Amster-
am,The Netherlands; 2Erasmus Medical
enter, Rotterdam, The Netherlands; 3Ra-
ium Hospital, Oslo, Norway; 4Medicen-
er, Den Bosch, The Netherlands; 5Onze
ieve Vrouwe Gasthuis, Amsterdam, The
etherlands; 6European Organisation for
esearch and Treatment of Cancer Data
enter, Brussels, Belgium

ntroduction and Objectives: The tim-
ng of endocrine treatment for prostate
emains controversial. The issue is ad-
ressed in protocol 30846 of the Euro-
ean Organisation for Research and Treat-
ent of Cancer for patients with lymph
ode positive cancer without local treat-
ent of the primary tumour.
aterials and Methods: 234 patients
ith histologically proven adenocarci-
oma of the prostate (PC) and nodal me-
astases (pN1-3) were randomized to im-
ediate vs. delayed endocrine treatment

ET) without treatment of the primary
umour. ET consisted of the use of a de-
ot LHRH agonist and one month of an
nti androgen or surgical castration. The
ain endpoint is overall survival. Disease

pecific survival was evaluated.
esults: All except 3 patients were

reated according to allocation by random-
zation. The median follow-up amounts to
3 years. The median duration of protocol
reatment was 2.7 years in the delayed
nd 3.2 years in the immediate group. At
he time of this evaluation 193 patients
ave died (82.5%) and 59.4% of the
eaths are due to PC. The power of the
tudy to show slow non-inferiority of DET
ccording to the original sample size cal-
ulation has reached 80%. The intention
o treat analysis shows a 22% increase in
he hazard of death for those randomized
o delayed treatment. The median survival

ion, LOCF)

Dutasteride
0.5 mg

(n�1623)

Tamsulosin
0.5 mg

(n�1611)

�5.3** �3.8**
�13.7 (�28.0%) �5.2 (�4.6%)**

2.0 0.7**
66%* 59%

�1.8** �1.2**
�1.3** �1.1**
cond pulat

juste
L/s
eline
n immediate treatment is 7.6 years (95%
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