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Ayamntéc/ol @ilec/on,

Me oAb peydAn evyapiotnon cog mapovctalm ofjuepa 1o 1o Eviiuepmtiké Agktio
(Bulletin) mov onpoatodotel TV apyn WG VEAG EKTAOEVTIKNG OPOUGTNPLOTITOC.

To Bulletin 6o cag amootéAleton kdbe tpelg unveg kot Ba meprrappdver tpia
TpdoPaTa, onuavtikd apBpa g debvoug PipAloypapiog mov Oa emAéyovion pe
Bdon 10 EMOTNUOVIKO KOl TPAKTIKO EVOOPEPOV TOVS Kot Oa oyoldlovion KpiTikd
amd EEvoug kot EAANveS cuvadEAPOVE e EUTEPIN GTO OVTIKEIIEVO TOV ApOpov.

O oyoMacpdg Ba agopd TV OVAALGT TOV OMOTEAECUAT®V, TNV TV EQOPUOYT
TOLG OTNV KaOnuepvy KAVIKN TTPAn, TNV TOPOLGINCT] T®V UEWOVEKTNUAT®OV NG
HEAETNG OAAG Kol YEVIKOTEPOVS TPOPANUOTIGHOVG HE OPOPUN TO GUYKEKPIUEVO
apOpo.

Emmiéov Ba vmapyel ko €01k oehda pe tov titho “I'vopipio pe:” émov 0o
mopovotaletor  por  kawvovpla  dwyvootikny  pEBodoc 1 Oepameia, mov  dev
epapuoletarl evpémg axoun otnv EALGSa amd kdmotov pe yvoor tov BEpatog.

¥t0 mpdTo TEVYOG OO MOPOVGLGTEL O
Eppolopoc tov [pootatikdv Aptnpidv.

Yxomdg €ivor, OAEG Ol TAPOVOIACELS VOl
glvor ohvropeg Ko eEOPETIKA TEPIEKTIKEG,
MOTE VO TPOGPEPOVV TANPOPOPIES, OAANL
KOl VoL TupOO0THGOLY GLLNTNGELC.

['o to Adyo avtd, GYOMA/TOPATNPHCELS TOV |
avayvoOoT®V givol 101oitepa EVTPOCIEKTA
nécw e-mail otnv niektpovikn devHOvvon:
info@ippos.org

To Bulletin eivar po wpotofoviion tov INETITOYTOY ITAPAKOAOY®HXHZ
[MTAGHZEQN OYPOIIOIOI'ENNHTIKOY £XYXTHMATOZX (L.ILIL.O.X.).

To Ivotitovto €rer og okomd HeTalD GAA®Y TV TPo®ONoN NG EWIKOTNTAS TNG
oVpoAOYiOG Kol TNG EKMOIOEVONG GE EPELVNTIKO Kot KAVIKO emimedo, He TN
OOPYAVOON GYETIKOV OPACTNPOTATOV, TNV €LOcHNTOTOINCT Kot TANPOPOPT oY
TOL KOOV o¢ 0Ofépota oV APOPOVY TO. VOCHUOTO TOV OVLPOTOIOYEVVITIKO
GUGTINUOTOG KOl T GUVEPYACTO LE TOPEUPEPEIS POPEIS, ETAPIEG KOl OPYOAVDCELS GE
€Bviko ko d1eBVEG eminedo.

[Tepiocdtepeg mAnpoopiec pmopeite va Ppeite oty wotocerida tov LILILO.XE. ot
d1evbuvon: www.ippos.org
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A prospective randomised placebo-controlled study of the impact of dutasteride/tamsulosin
combination therapy on sexual function domains in sexually active men with lower urinary

tract symptoms (LUTS) secondary to benign prostatic hyperplasia (BPH)
Roehrborn CG, Manyak MJ, Palacios-Moreno JM, et al.
BJU Int. 2018 Apr;121(4):647-658. doi: 10.1111/bju.14057

Comments by: Pietro Spatafora, Mauro Gacci

Department of Minimally Invasive and Robotic Urologic Surgery and Kidney Transplantation,
AOU Careggi, University of Florence, Florence, Italy

Roehrborn et al treated men with moderate-to-severe
lower urinary tract symptoms (LUTS) secondary to
Benign Prostatic Obstruction (BPO) with fixed-dose
combination (FDC) of dutasteride 0.5 mg (DUT) and
tamsulosin 0.4 mg (TAM), in order to prospectively
assess the domains of sexual function in these patients for
the first time. This double-blind, placebo controlled,
parallel-group study, included 489 patients treated for 12
months. Study was based on the Male Sexual Health
Questionnaire (MSHQ), a validated quantitative scoring
tool, for the measurement of specific domains of male
sexual function. Interestingly, change in total MSHQ
score appeared to be driven largely by changes in the
scores for the ejaculation domain, which reduced by 8
points on average from baseline to Month 12 in the FDC
therapy group (p < 0.001) while there was no difference
in the erection domain compared to placebo.

The proportion of patients with any sexual and breast AEs
was higher in the FDC group than in the placebo group
(33% vs 14%, respectively). The extended follow-up of
the patients showed that the number of unresolved cases
of ED after 18 months was remarkably similar between
the two study groups suggesting that persistent ED after
S5ARI treatment and discontinuation of such treatment
was not observed in the present study.

The present study is the first randomized prospective
study that provides a domain-specific assessment of the
effects FDC on sexual function and to provide direct
comparison with a placebo population. The major
limitation of the study is the absence of tamsulosin-only
and dutasteride-only arms, which would be valuable in
establishing the impact of monotherapies on sexual
function.

According to European Association of Urology (EAU)
guidelines, medical therapy for male LUTS/BPO includes
alpha-blockers (ABs), Sa-reductase inhibitors (5-ARIs) or
combination therapy [1]. These therapies are efficacious,

however they have potential side-effects on sexual
activity.

In a systematic review and meta-analysis, Gacci et al
evaluated the impact of BPH therapy on ejaculatory
function: ejaculatory dysfunction (EjD) were significantly
more common with ABs than with placebo (OR 5.88; P <
0.0001) and specifically considering tamsulosin (OR
8.57; P = 0.006). With regard to 5-ARIs, prevalence of
EjD was below 3%, although about 3-times higher than
with placebo (OR 2.73; P < 0.0001), without difference
between finasteride and dutasteride. Occurrence of EjD
was positively associated with IPSS and negatively with
Qmax, both before and after treatment with Abs.
Therefore, more the treatment is effective greater is the
occurrence of EjD [2].

In conclusion, the findings of the present study provide
additional information to the sexual function AEs
reported spontaneously in earlier SARI studies and can be
relevant in daily practice for patients’ selection and
counseling to increase drug adherence. Further
investigations should evaluate long-term effects of FDC
on sexual function.
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Safety and Effectiveness of Once-Daily Tadalafil (5 mg) Therapy in Korean Men
with Benign Prostatic Hyperplasia/Lower Urinary Tract Symptoms in a Real-World
Clinical Setting: Results from a Post-Marketing Surveillance Study
Won JE, Chu JY, Choi HC, Chen Y, Park HJ, Dueiias HJ
World J Mens Health 2018 May; 36(2):161-170

Yyolaopdg amo tov IETpo Tovvrovrion
1" ITav. Ovporoyn Kivikn, Apiototédeto Tavemotmo Oescalovikng

Ot avaoToAelg TS Pooeodiectepdong tomov 5 (PDE-5),
oapuoxo-emavdotacn ot Ogpamelc TG OTLTIKNG
dvolertovpylag, €xovv emiong Oetikn emidpacn otTa
ocupmtopate omd To Katdtepo ovpomomtikd (LUTS)
MOy g kaAonbovg vrepmiacio Tov mpootatn (BPH)
pécm moAhamiwv pnyovioudv [1]. H tadariaeiin om
doon tov 5 mg eivar o povog eykekpyévog PDE-5
avaotoAéas v avtipetomion tov LUTS/BPH Adym g
KOANG OMOTEAEGUOTIKOTNTOG KOL TOV TPOPIA ao@UAEiog
™me.

H mopovca perémn a&loldynce v ac@irEld Kol TV
OOTELECUOTIKOTNTO  TNG TadoAa@iAng €50 omd ta
«OTEYOVO»  U0.  KAMVIKNG  MEAETNG, O©€  GLVONKeg
mpaypatikng Cong. Mele)Onkoav TPoomTiKd GUVOAMKE
637 davopeg pue LUTS/BPH pe M yopic otuTiKn
dvolertovpyia oe ddotnpa mapakorovnong and 12 wg
24 ¢fdouddes. H tadaragiln Smg Peitiooe e&icov
GUUTTOUATO TOONKEVONG KOl KEVOONG Kot aveEaptnta
amd v Popdtra Toug TPV TV Evapén g Bepaneiog.
To 69% tov avdpav eiye Peltioon kotd 3 TovAdyloTo
povadeg oto IPSS, drapopd mov Bewpeitar ikovy OGTE va
mpooneOel amd Tov achevi og KAvikn Peitioon [2].
Emumléov amodeiynke e&opetikd acpoing pe poig 2%
TOV AVOPAOV VO OVOPEPOLY OVETIOVUNTEG EVEPYELEG, LE
oLYVOTEPEC TNV KEPOAOAYiO Kot TG EAWELC.

Evdwpépov eivar, 0cor éhafav Oepameion yioo didotnua
HEYOAVTEPO T®V 22 UNVOV KoO®OG Kol EKEIVOL [IE 16TOPIKO
TpoNyoLHeVNG  Qapuakevtikng  Oepameioag v KYII
EUPAVICOV GTATIOTIKA ONUOVTIKA KOAVTEPT] OVTATOKPIO
otV TadaAapiin Smg.

Meovektpote TG mopodcos epyoaciog mEpa amd v
EMLeym opadag GVYKPLoONG AOY® TG VONG TNG MEAETNG
elvar 10 yeyovog OTL Oev  avagépoviol TO  €id0g
nponyovuevng Bepamneiog yioo KYTI kon ot Adyot drakomng
™G, EVO OV TEPLOUPAVOVTOL OEGOUEVO GYETIKA LLE TOV
OYKO TOL TTPOGTATN OVTE OEGOUEVO OVPOPOOUETPIOS TPV KoLl
petd v Bepomeio pe Tadahopiin.

H napovoa epyasio £xel mpdcobeto evolapépov 010t BETEL
0 0éua g onupaociog tov Real life Practice (RLP)
HEAETAOV  €VOVTL TOV  TUYOLOTOMUEVOV  EAEYXOUEVOV
peretdv (Randomized Controlled Trials, RCT). Ot RCTs
die€dyovtar oe  opowoyevny mAnBuoud acbevov, mov
vroPdilovion ot Oepomeion kol TopakorovONoN

COLPOVO LE TO TPOTOKOAAO TNG HEAETNG. AmOTEAODV
7o “gold standard’’ otnv a&loAdynon pog véag Bepaneiog
Kot €yovv Tov vynidtepo Pobud texunpimong oA
TOAEG QOPES LTLAPYEL OLGKOMO GTNV EPOAPLOYN TV
omoteAECUATOV 0TO YevikO TANBvouo. Ov peléteg RLP
glvol mopatnpnong, Oev LIAPYXEL OUAdH EAEYYOL LE
placebo M dAlo odpupoko, emopéveg kdbe acbevig
Aertovpyel ¢ HETPO GVYKPIOTG TOL €0LTOD TOV, YivovTol
0E L0 ETEPOYEVN OUAd avOpaVv e mowkilov Pabpod
ocoPfapomtac LUTS, pe ovvodd voonuota, OV
AapPavouv Bepaneio cOLE®VA He TV KPion TOL 1TPOL.
O oyedlacpdg Kot n HON AVTOV TOV HEAETOV EMLTPETOVV
mv TPOLYLOTOTOINGN TOLTOYPOVA OPKETOV
napotpnocmv. Emouévog ot dvo tomor perétng  Oa
npénet vo Oempodvtarl cuumAnpoparikol petaly toug [3].
210 mAaiclo aVTO N HEAETN €pyeTan va emPePfardoet OTL M
Tadara@iln Smg eivol évo AmOTEAECUATIKO KOl TOAD
KOAG 0veKTO QAappoko otn Bepomeion TV GUUTTOUATOV
amo TO KOTMTEPO OLVPOTOMTIKO GE AVOPEG HEGC NAIKING.
Epotuato mov mapapévoov gival o) molol Gvopeg e
LUTS 6a oeeinbodv mepioodtepo amnd tovg PDE-5
avaoTtoAeis; kot B) éxovv ot PDE-5 avactoleig 0éon ot
ocvvdvacpévn Oepameio w¢g oavtifapo oTig avemBOunTeg
evépyeleg mov oyetilovral pe ™ oe£ovolkn Aettovpyia
AoV poppokevTikdv Bepaneimv twv LUTS/BPH;
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O Eppomopdg tov Ilpootatikev Aptnpuwv (Prostatic
Artery Embolization, PAE) gupavictnke 610 mpocknivio
oMY mpdopato ¢ o eAdylota emepPotikny pEBodog
OVIYETOMIONS TOV  CLUUTTOUATOV Ady®  KaionBovug
npootatikng andepoaing (BPO). H Bacum apyn eivon ott
0 guPoiiopog Bo 0dNYNoEL GE GUPPIKVMOT TOV TPOCTATY|
kot Beitioon tov ovumtoudteov. Ot emeguPatikol
aKTIVOAGYOL gival 131aiteEpa EVOOLGIMIEIS GYETIKA UE TN
péEBodo Kot TNV TPo®mOOVV pE dNUOGIEVGELS KOl GLUVEIPLOL.
Yrhpyovv apKeETEC UEAETEC TOPATHPNONG TOL JElYVOLY
Vv anoteAeopoTiKOTNTA Ko TNV aocpdaislon tov PAE og
Bpayvmpobecun Paon, pe pkpn avénon tov IEF (1.31
Katé PEGOo Opo) aAAL ywpig a&loonueimTn peiwon Tov
PSA [1]. Avtibétmg vapyovv eAGYIGTEG TUYALOTOUEVESG
peAréteg mov ovykpivoov tov PAE évavtt g TURP 1 g
OVOIKTNG TPOCTOTEKTOUNG KOL 1)  UETO-OVOALOT TMV
HEAETOV oVT®V £0€1EE OTL 1 OMOTEAEGLOTIKOTITO TOV
PAE sivon katotepn and Tig Tuomikég pebddovg Oepameiog
o6cov agopd 1o IPSS, QoL, Qmax kot PVR kataAnyovtog
ot0 ovumépacpo 0tt o PAE 0o mpémer axopo va
Oewpeitar o¢ Telpapoatiky tpocsyyon [1].

Mo va €yo Tpoocwmiky yvodun, Tyo Yo LePIKEG NUEPES
oto voookopeio Niguarda oto Mwdvo éva amd Ta
peyoAvtepa kévipa EmepPatiknig Aktivoloyiog yioo PAE
omv Evpdnn (A/vtig: Dr. Antonio Rampoldi). Zkondg va
oo meprotatikd PAE kot va cul{ntiom pe ovpoAidyovg Kot
EMEUPOTIKOVG OKTIVOAHYOVG TO, OTTOTEAEGLOTAL.

O PAE vyivetw péoo tov unpuiov oapmmplov vmo
OKTWVOOKOTIKO  €leyyo  (0TO  TUNUO.  YNOLUKNG

ayyeloypopiog) kot pe tomikn avoirchnoio cav emépfoon
pog nuépac. Evtdnmon pov ékave o peydAog xpovog

(Kor  OKTIVOOKOTMNOMG) TOL  Omouteltal  ywoo TV
Tpaypotomoinom g pebddov ava achevn kot pdicta o
€va KEVTPO UEe HEYAAN eumEpiot OAAG KO 1 OLOPOPETIKY
ovotopio. TV oaptnpidv  (&govv  mepiypoagel S
SLOPOPETIKEG TOPAAAAYES TOVG) amd acbevi e aoBeVT.

7 DUODART &3

(0.5mg dutasteride/0.4mg tamsulosin HCI) Capsules

Duodart: 0,5 mg / 0,4 mg oxhnpd kaydxa.

Kadfe oxhnpd kaydxwo mepiéyel 0,5 mg SouTacTepibng
kat 0,4 mg TauooUADGIVIC USPOYAWDIKAC.

Ma To SPC Tou Duodart natrioTe e6w

BonBrjore va yivouv Ta dpp spakri kan Avapép:

Ao 11 ouiNTIoEIS TPOEKVYE OTL YPNCYLOTOLOVY MG ETi
t0 mielotov PAE 1y dvipec oakatdAAnAovg vy
YEWPOoLPYIKN emépPacn 1 vedtepovs aobeveilg Tov BELOVY
Vo dlotnpnoovy TNV EKOTMEPUATION  HE  «KOAQ
OTOTEAEG LLOLTO.

Qot660, Yo pHéva To KOPLoL LELOVEKTAHOTO Etvan To €ENG:
Yovnbog pa eddyota emepPartikn péBodog eivar moAv
YPNOUN YL 0GOEVEIG LYNAOD KIVOHVOL LE GUVLTTAPYOVTOL
coPapd mpoPAnpato (€01KA KOPIAYYEIWNKES TOONCELS)
ov dgv umopovv va Adfovv avoicOnocio. O PAE sivon
TEYVIKA amontn Tk H€B0d0g Tov Asttovpyel KOAVTEPO OF
acOeveic pe KaAég aptnpieg kabmg dev Umopovv €VKOAN
va TpomBnbodv or pikpokabetnpeg kol va epforicovv
EMOPKOG aptpleg pe abnpookAnpwon kim. O pécog
AoBOg eivor pie GAAN mpdkAnon yw tov PAE mov
TPOPOVADG OV PTOPEL EKAEKTIKA VO OVTILETOTIOTEL.
Emopévmg, €av o PAE sivar davikds yio kAooikég
TEPMTOGELS acBevodv yoplg Wilaitepa TpofAnuoto, e
HETPLOVG TpooTateg TOTE B TPEmeL va lval TOLAAYLGTOV
1600 KoAOG 660 m TURP. Toa dwbéoco dedopéva
delyvouv 61t 0 PAE dgv elvan amotelecpatikds akoun
evad vrapyel kot EAAEWYN pakporpofecumv dedopEVOV.
Elvar yapaxmmpiotikd 6t o1t Katevbovimpieg I'pappég g
Apepwcavikng Ovporoykng Etaipeiog dev cuvictodv tov
PAE &x10¢ KAMvikdv peretdv [2] evd ot avtioTtoteg g
Evponaikng  Ovporoywkng  Etopelag dev  €xovv
ovumephdpet tov PAE oty ékdoon tov 2018.

Xe KGOe mepintwon amorteiton n cuvepyacio Ovpordymv
kot Emeppatikdv Axtivordyov yoo v aglohdynon g
pefddov mwg mbavng evarroktikng Oepaneiog g BPO.
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