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H enintwon otnv mowotnta {wn¢ Twv coBopwv CUUITTWHATWY
NG KahonnBou¢ uneptpodiag Tov mMpootTAtTn
glva idLa pe avtn
TOU METOLOTATLKOU KapKivou Tou npootatn!

| M IPSS [IFACT-G |
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Moderate LUTS Severe LUTS Controls T1I-T2PCa T3-T4PCa Cancer (80%
(12-19) (>19) advanced)

J.E. Batista-Miranda, B. Molinuevo, Y. Pardo. Impact of lower urinary tract symptoms on quality of life
using Functional Assessment Cancer Therapy scale. Urology 69 (2007) (285 - 288)



Ta cupmtwpota Twv aacBevwv pe kahondn vnieptpodia Tov Mpootatn
ennpealouv Evtova tnv nototnta {wng Twv cuvtpodpwv touc!

Woken up al night by partner §

Worried that partner may have cancer

Upset by the distress that partner suffers

Wosening sex life
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Worried that partner may require an operation

Social e attectled

Tired because of being woken up
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% of partners

] L}

60 80

H. Sells, J. Donovan, P. Ewings, R.P. MacDonagh. The development and validation of a quality-of-life measure to
assess partner morbidity in benign prostatic enlargement. BJU Int 85 (2000) (440 - 445)
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UROREC 4 mg

hard capsules
silodosin

()
e J
30 hard capsules
ORAL USE

‘Each hard capsule.
contains.
4 mg silodosin

.-I.-

ORAL USE

30 hard capsules

DUODART

(dutasteridd/tamsufosin HC) Capsufe

Descoperiti diferenta

7
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60%
| «a,-Blockers are the most widely
so% | FE B Il prescribed drugs,
but the share of 5-ARIs is increasing».
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0
POR | POL | SPA | ITA |FRA | FIN | CZE| GRE | GER AUS|NET |HUN| UK | BEL | IRE DEN [NOR
[0 Plants S% | 5% | 8% | 2% [12% | 0% | 6% || 1% | 7% 1% | 0% | 12% | 0% | 9% | 0% 0% | 0%
3 5-ARIs 20% | 10% | 10% | 14% | 8% | 17% | 7% | 8% | 4% 6% | 7% | 2% | 8% | 2% | 5% 5% | 5%
& o,-blockers | 32% | 41% | 34% | 35% [ 28% | 27% | 31%]|| 34% | 25% 22% | 22% | 14% | 16% | 11% | 18% 13% | 11%

Cornu JN et al. Eur Urol 58(3):450 - 456, 2010




Moco cuyxva cuvtayoypodoUE;

- high prescription index (>40%6)
60%
- moderate prescription index  (between 25% and 40%)

low prescription index (<25%) 50%

[:] no data available

40%

PORTUGAL: 57%
POLAND 56%
SPAIN 53%
ITALY 52%

FRANCE47%
FINLAND 44%

CZECH 43%
GREECE 43%
GERMANY 35%
SWITZERLAND 30%
— NETHERLANDS 29%3USTRIA 29%
- HUNGARY

D!
L —— L
UK 24%

BELGIUM 23%

IRELAND 22%, SWEDEN 22%
= e DENMARK 18%
//é :__._—i NORWAYL?S

2004 2005 2006 2007 2008

«The global prescription index
increased in all countries and
was three-fold more important in
southern countries than in
northern ones».

Cornu JN et al. Eur Urol 58(3):450 - 456, 2010
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dev AapBavouv Beparneia

BPH OPPORTUNITY U.S. ONLY

Millions

14.0
12.0
8.0
6.0
4.0
2.0
0.0

Symptomatic Patients

Watchful Waiting = Actively Treated

Estimated market opportunity if actively treated
patients receive 1 embolization cycle +$800 million 19

@ BioSphere’

Medical
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« blockers S5u-reductase
2 inhibitors
Br 41.8% 6
40 + 38.4%
35 =
£ »l
5
o < 1 ALF
S 5 2 HYCAT
= 3 PREDICT
B 15 4 ALFIN
= 5 FIN 2 yr
10 6 PLESS
. 7 DUT 2yr
o | §
0 1 2 3 4

Study duration (years)

C.G. Roehrborn, T. McNicholas. The management of prostatic obstruction: how to determine the best options?.
Eur Urol Suppl 2 (8) (2003) (13 - 19)
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Removing the enlarged prostate growth

Einstein Costello Muschter

Laser
prostatectomy

Maiman Roth Gilling

Green light;
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Rajeev’s
Institute
for
Erectile
Dysfunction
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Konstantinos Hatzimouratidis,
Edouard Amar,
lan Eardley,

Francois Giuliano,
Dimitrios Hatzichristou,
Francesco Montorsi,
Yoram Vardi,

Eric Wespes

Guidelines on Male Sexual Dysfunction:

Erectile Dysfunction and Premature
Ejaculation

European Urology, 57(5):735-920, 2010

Treatment of erectile dysfunction

Provide education
and counselling to

patients and partners

Identify patient needs and expectations
Shared decision-making
Offer conjoint psychosocial and medical treatment

- — 1 l

Apomorphine SL
Intracavernous injections
Intraurethral alprostadil
Vacuum devices

Assess therapeutic outcome:
» Erectile response

* Side-effects

 Satisfaction with freatment

Inadequate treatment outcome

Assess adequate use of treatment options
Provide new instructions and counselling
Re-trial
Consider alternative or combination therapy

Inadequate treatment outcome

Consider penile prosthesis implantation
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Ayyelakoi
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KivdUvou
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NOS (kUoTn,
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MeTaBoAiké
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Augnuévog
TéVOG TOU
OUMTTaONTI-KOU

Augnpévn
gvepyotroinon
NG Rho-
Kivaong

Ayyelakoi
TTAPAYOVTEG
KivSUvou

Xpovia IoXalpia
TNG KUOoTNG/
utrodia
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Kot ot cupnapapaptovcec vooot!

Medscape® www.medscape.com

Increased waist circumference
+ 2 risk factors
= Metabolic Syndrome

.

Increased sympathelic tone

Source: Int J Impot Res @ 2007 Natura Publishing Group
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\-‘/f U.S Department of Health & Human Services

AtoZIndex | Follow FDA | FDA Voice Blog

U.S. Food and Drug Administration - SEARCH
=TB)/A\

Protecting and Promoting Your Health I Searoties

Home §| Food | Drugs ] Medical Devices | Vaccines, Blood & Biologics | Animal & Veterinary | Cosmetics | Radiation-Emitting Products | Tobacco Products

News & Events 2
© Home © News & Events ©® Newsroom © Press Announcements —
FDA NEWS RELEASE

For Inmediate Release: Oct. 6, 2011
Media Inquiries: Jeff Ventura, 301-796-2807, jeffrey.ventura@fda.hhs.gov
Consumer Inquiries: 888-INFO-FDA

FDA approves Cialis to treat benign prostatic hyperplasia

The U.S. Food and Drug Administration today approved Cialis (tadalafil) to treat the signs and symptoms of benign prostatic hyperplasia (BPH), a condition in which the
prostate gland becomes enlarged, and for the treatment of BPH and erectile dysfunction (ED), when the conditions occur simultaneously. Cialis was approved in 2003 for the

treatment of ED.
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2010: OMAAA OMO®QNIAZ

OAHTIIEZ
NA THN ANTIMETQNIZH
TON 2YMNTQMATQN

ANO TO KATQTEPO
OYPONOIHTIKO

ME ZYITXPONH NPOZTAZIA/
AMNOKATAzTAzH

THZ 2EZOYAAIKHZ AEITOYPTIAZ

ASRNENENENANEN

ABavaoOTTOUAOG A,
AMNBICaTOG T,
AT1TO0TOAIONG A,
MnTpOTTOUAOG A,
Mepipévng I,
XarlnuouparTidong K,
XarlnxpnoTtou A

» MpwtoBouAia Tou lvoTitoutou MeAéTng Oupoloyikwy MNabrioswv

(IMOTM)

» EmmiAoyr) opadag opogwviag pe Baon tnv mapouacia Twv EAAAvVwY
OupoAéywv oTnv d1eBvi BIBAIOYpagia TTAVW OTa YVWOTIKA TTEdIA TNG
Aeiroupyikric OupoAoyiag/LUTS kal Tn¢ oTUTIKAC QUOAEITOUpPYIOGC.

»EUpeon xopnyou



2010: OMAAA OMO®QNIAZ

s C 0 chrane Database of Systematic Review

A EVidenc e-Linked Practice
Guidelines

s Clinical Evidence (next IR version)

G Daiily P OEMs

e 13t bOOK -
5-Minute Clinical Consult

S MEDLINE

» 2UOTNUATIKA €épeuva TNG BIBAIOYPA®IOG XpNOIMOTTOIWVTAG TIG AEEEIC
EUPETNPIACHOU: ‘CUUTITWHATA ATTO TO KATWTEPO OUPOTTOINTIKG', ‘KAAONONG
UTTEPTTAACIA TTPOOTATN’, ‘DIATAPAXEC EKOTTEPPATIONS, ‘OTUTIKI) QUCAEITOUPYIA® Kl
‘0eCOUaAIKN AsiIToupyia’.

» KaBopioTnke 1o €TTiTTEdO YVWONGS yia KGBe dnuooicupévo apbpo (level of
evidence).



2010: OMAAA OMO®QNIAZ

OAHTFIES
A THN ANTIMETQMIZH | .
TON SYMATOMATQN B
AMO TO KATQTEPO
OYPOMMOIHTIKO \ (\ Sy /
ME SYTXPONH MPOSTASIA/ Synthesls

ANOKATAZTAZzH \dk
THZ 2EZOYAAIKHZ AEITOYPTIAZ —

» XpnolgotrolwvTtag TN EBodo Delphi, eTITEUXOBNKE OPOPWVIA TWV EIBIKWV YIA TV
QVTIMETWTTION TWV ACBEVWYV AUTWV...

» 2Z0PMQWVa JE TIC apXEC TOOO TNG TEKUNPIWMPEVNG 10TPIKNG (evidence based
medicine), 600 Kal TNG IAaTPIKAG UE ETTIKEVTPO Tov aoBev (patient-centered
medicine).
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OMADAAZL
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Ta atroreAéopparta
TTOPOUCIACTNKAV
o€ €10IKN NuEPiIdA
METAEU OupoAdywv

;l

TAESIATO 11 ABENESOY 2010 | SENCAIDED SENA MOPTAPA NSOy

iMon

MOMAZA MEATTHT DYPOADTIIIN TABMTIEIN Vewwaivas §r

OAMIMEX MNA THN ANTMETQMNIIN TEN IYMIMTOMATRN

ME IYIXPONH NPOITAIA/

AND TO KATATEPO OYPONOIHTIKOD
ANOKATAITAIM THI IEZEOYANKHEI AEMOYPIIAX

Tpia nouAdxkia kGBovrai
Kai eivar Aunnpéva.
To éva sivair Gotoxo,
1o aAAo sival Bpeypévo,
10 Tpito kEAandael noAu

pa eivai Bpaxviaopévo.







