“YnepopaoTnpia KuoTn, eva ouxvo
NPOPBANUA PE anNOTEAECUATIKEC AUCEIC”
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Yyeia €ival pia Karaomaon MANPOUG
(PUOIKNG, MVEUNATIKAG Kal KOIVOVIKNG
EUEEIAG, OxI AMAWG N anouacia
acBevelac

— WHO Constitution, 1947



Eivai n lNoiornta Zmng
1010 yia OAOUG;




Ti €ival n MoioTnTa ZMAG;

® “H guvoAIKr) Ikavonoinon Tou kabe atopou ano Tnv {wrn, Kai
ano Tn YEVIKN Tou eusgia”

— Shumaker 1990

® “H aropikn eniTeu€n Wiag IkavonoinTIKAG KOIVWVIKNG KATAoTaong,
EVTOC TWV OPIWV TNG EKAAUBAVOPEVNC PUGIKNG IKavoTnTac”
— Mendola 1979

® “OT11 nioTeVEl 0 aoBevnc oTiI €ival”
— Ciaran O'Boyle 1997



.......I

dpaon Tnc OAB oTnv I10IOTI‘|TCI Z(onc;
TOU/TNC CUVTPOPOU

® Avnouyia 0TI 0 aoBsvnC NNOpPEi va EXEl KAPKIVO
® Avnouyia yia To av 0 acBevnc xpelaleTal XEIPOUPYEIO

® YnoBaduion Tn¢ oe€ouaAikng {wnc, €€ aitiac Twv
OUUNTOUATWV

® H koivwvikn {wn ennpealeTal ano Ta CUPNNTWUATA TOU
aocBevouc

® Konwon Aoyw TwV apunviocewv Kata Tnv OIapKeIa TNG VUXTAC



Ynepdpaornpia Kuorn (OAB)

Qc YnepopaoTnpia Kuorn (OAB) £xe1 opIOTEI ano
TnVv A1£6vn ETaipia Eykpareiag (ICS):

“N ENITAKTIKOTNTA, HE I KAl XWPIG ENITAKTIKN
aKpaTEIa, oUVNOWG paZi HE ouyxvoupia Kai

VUI\ | UU PI\-I
aTTouUCia ACIHWSENG N GAAOU apcpavoug

TTaBoAoyikoU TTapayovia’”



nTopara TnG OAB sival ouvnOn o€ avOpeg

Kal YUVAIKEG kal auEavovTal HE TRV NAIKiai2

Population-Based Prevalence Studies:
Comparison of data from the SIFO study (1997)*! and the EPIC study (2005)"2
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SIFO: Sifo/Gallup telephone survey Age (Yea I"S)

* N = 16,776 interviews (6 European countries)

T N = 19,165 interviews (4 European countries and Canada)
IMilsom I, et al. BJU Int. 2001;87:760-766.

2[rwin DE, et al. £ur Urol. 2006;50:1306-1314.



|.II1T(;)|.ICITCI TNG OAB £x0UV Hia OnNUAvTIKN

apvnTikn enidpaon ornv MoioTnTa ZWNG NOU
oxeTi(eTal pe Tnv Yysial )

¥ PSYCHOLOGIC / PHYSICAL / SEXUAL

e [ imitations or e Avoidance of
-

e Guilt/depression
cessation of sexual contact

* Loss of self-esteem physical activities and intifTey
* Fear of o~ ﬁ/

* Being a burden ' ;

» Lack of bladder control /

* Urine odor '\"J /—

M & HRQL/ =

wx SOClAL

1' ]
OCCUPATIONAL
" e Absence from work —_ S— g % Reduction in social
5 X HYGIENIC interaction
p:)cdrSi:iiity /' - » Use of specialized . * Limiting and
underwear, bedding planning travel

around toilet

e Special precautions M chisea
accessibility

with clothing

HRQL = health-related quality of life.
Tubaro A. 2004.
Adapted from Tubaro et al. 2004.



aon TV CUNNTOHATwV TS OAB oTnVv

AnaoxoAnon, oTnv AvrtiAnyn yia Ta

ZUNNTOHATA KAl 0TV Zuvalaenpan

AnoTeAeopaTa

AvTanokpion

Avnouxia 0TI Ba £xouv Kanoio
aTtuxnua

[UVAIKEC

AvOpEC

Avnouxia yia CUUUETOXN O€
dOpaocTnPIOTNTEG YaKpPIa anod To OniTl

Ta oupnTwara TnG KUOTNC €ival nnyn
HeyaAnc avnouxiac

Aev a&iCel va oupBouleuToUpE yIaTpo

0 0
yla Ta oupnTopata Tne OAB 34.1% 39.5%
Ta oupntwparta TnG OAB dev
avTINPOCWNEUOUV Hia EyKUpn IATPIKN 40.3% 48.4%

KaTaoTaon

Milsom | et al. WHO ICI. 2004.



dpaocn TNG Ynspﬁpamnplaq Kucnnq oTd

HEAN TNG OIKOYEVEIAG

¢ H VUKTOUpICI gixe pia 0I‘||JCIVTIKn snlépacn Kal oToV
aoBevr), aAAa Kal oTa PEAN TNG OIKOYEVEIAC TOU

® H KOI'I(DOI’] NTav £va NoAuU ouvnelousvo (PUOIKO
napanovo nou ekppaloTav ano Ta PEAN TNG
OIKOYEVEIQG

® Ta |.|s)\r] TNC omoysvaaq TOU nacxowoq ano OAB
snsonpavav OTI Ta 0U|JI'ITO.)|JCITCI auTa eixav €niong
loxupn GUVCIIOGI’"JCITIKI’] EI'II5pCICI’],
oupnspl)\apBavousvnq VTPOMNC, ayxouq, Bupou,
avnouxlac;, spselopou OTPEC, ANOYONTEUGNC,
£VOXANONC Kal GuPnoviac,

® Ta 0U|JI'IT(L)|JC]TCI NG OAB kai s|6|K0Tepa N
ouxvoupla slxav £va noAu Ioxupo CIVTIKTUI'IO ooov
ocpopa TOV xpovo yia Ta PEAN NG 0|Koysvs|aq,
SECIITICIC; NG snlpovnq Kal ouxva eneiyouoac
avaykng va Ppebei pia TouaAETa.

KS Coyne, L Matza, J Brewster, and T Zyczynski. ICS.2004



K|'1 €nidpacn oTnv OIKEIOTNTA KAl OTIC

® Ano auToug NMou Nacyouv fn yvmpifouv
KGroIoV Mnou NAacyel anoé CUHNTOHATA
unepdpaoTtnpiag KUOTI‘]C;

— 39% dnAwoav o0TI o1 id101 I} KANOI0G
nou yvmpifouv Bimoe anwAe&ia
svyummq n OIKEIOTI‘]T(I(;

— 25% anavTnoe 0TI Ta CUNNTOHATA
TnG OAB, dnpioupynoav npoBAnpa
OE Kanoia Xpovikr NEPiodo yia Toug
iB10UG 1] Y1 KANOIOV MOV YVwpifouv,
KAaTa TNV S1GPKEIa POHAVTIKGOV
OTIYH®V I} OTIYH®WV OIKEIOTNTAG

Ipsos survey



MpoBARparTa HE TIG (puau(sc;

OpaoTnPIOTNTEG

MeplopiopOC 1 Kal nauon Twv
(PUOIKWV OpacTnPIOTNTWV

Auc@opia ano Tnv uypaocia
Auo@opia ano nibavec OouEG
AvapuAa€ia/EAkn

EVKAEIOMOC O€ 0ikoUG euynpiac
[TwoeIc kaTayuaTa

Alnvia
ApudaTwon



WuyoAoyika MpoBAnpara

AnwAegia aveéapTnoiac — aiobnua
£€apTNONG ano To oniTI

AloOnuarta evoxng
ANwAEIQ QUTOEKTIUNONG
KatabAiyn

AioOnua oTI anoTeAei evoxAnon yia
TOUC aAAOUC

>KEWEIC YIa QUTOKTOVId

Enidpaon otnv kapiepa




Koivwvika MpoBAnuara

[MepIopIOUOI OTNV KOIVWVIKOI
aMnAenidpaon

Meplopiopoi oTa Tagidia kai
oxed1aopo¢ Tou Ta&idiou
oUpuPpwva PE TNV duvaToTnTa
NpooBacnc o TOUAAETA

Alakonn Kanolwv Xounu

Id1aiTeEpN Npoooxn OTo
VTUGIHO



Zegoualika MpoBAnpara

Anoguyn osEoualikwv
£NAPWV KAl OIKEIOTNTAC




EnayyeApaTtika/OIKOVOHIKA

MpoBAnuara

Anoucia ano Tnv epyacia
AnwA&ia epyaciac
AA\ayn epyaciag

KakeC OXEOEIC JE TOUC
aAAouc
unaAAnAouc/epyodoTn

OIKOVOMIKEC anWAEIEC

MelwpeEVN NAapaywylkoTnTa



Enidpaon ornv AnacxoAnon

= \len ®=\\/omen
24.9

% of Responders

Milsom | et al. WHO ICI. 2004.



DAB £x€1 onuavTikn enidpao 0Tnv

ouvoAikn MoioTnTa Zwng

To epwTnuaToAoylo SF-36 €ival eva noAu xpnoiuo aAAa Yakatepyaoto”
gPYAAEio yia Tn PETPNON TwV aAaywv otnv MoidoTnTa Zwng, o€ oUYKpIoN WE
aAM\a epwTnuaToAoyia nou €EeTalOUV OUYKEKPIUEVEC KATAOTACEIG
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7) — — Healthy People!
#08 — Overactive Bladder?
10 — Rheumatoid Arthritis?

0 | | | | | | |I
®duoikoi AvTiAnwn TnG Koivwvikn MveupaTikn
Nepiopiopoi rlavkégplaq Yyeia Yyeia
DuUOIKEG ®duoIkOg Yyelag ZoTIKOTNTA WuxoAoyiKoi
ApaoTnpIoTNTEG Movog Nepiopiopoi

1Komaroff AL et al. Am J Med. 1996;101:281-290.
2Kobelt G. Urology. 1997; 50(suppl 6A):100-107.



IVOpeva EpwTnpartoAoyia yia Tnv

Ti|.l|‘|0'l‘| NG enidpaonc TnG AKPATEIAG

kai/n Tnc OAB oTnv MoioTnTC

@ I-QoL

® King’s Health Questionnaire
® IIQ (women only)

® IIQ-7 (women only)

® Urge-IIQ (women only)

® Modified IIQ and IIQ-7
(men only)

¢ UDI
® OAB-Q



eAEopATa OTIC unoxamvoplsq TOU

gepwTnHartoAoyiou KHQ

General Health Perceptions Incontinence Impact Role Limitations

e [1a 6Aoug TOUG TOMEIG TOU
gepwTnuartoAoyiou KHQ, ekTOG | NS
a1ré TV AvTtiAnyn yia Tnv
MevikA Yyeia, n Bgpartreia pe

A “ —201 —0 —201
¢£001£p05|\{n 8 r;\lg guvﬁaenxs - -
HE ONUOVTIKEG BeATiwoeig otV £ 1 L s § g
HRQL og ocuykpion HE TO -30° -30 § ~30
EIKOVIKO @APHAKO LR . o

Physical Limitations Social Limitations Personal Relationships

e H ®eocorepodivn 4 mg kai n
ToATtepodivn SR 4 mg
OnNUEiWoAvV ONUAVTIKA
MEYOAUTEPEG BEATIWOEIG OE 4 Kal
5 utrokarnyopieg atrd TiIg 9 Tou

LS Mean £ SE Change From Baseline

-20 g

KHQ o€ OUYKPION HUE TO EIKOVIKO it L

(pa p p 2l -30 § -30 -30

Emotions Sleep/Energy Severity Measures
Fesoterodine 8 mg ’ °] °]

"8 Fesoterodine 4 mg ]Ir
B Tolterodine ER 4 mg e
Bl Placebo 0] L 20
NS=not significant
*P<0.05; TP<0.01; ¥P<0.001, $P<0.0001 - o -

Kelleher CJ et al. BJU Int 2008;102:56-61



OAB-q Domains Scores

H ®eocotepodivn ATav avwrtepn atrd 1o Placebo oTn BATiwon TWV
ATTOTEAECHATWY TOU EpwTnuaToAoyiou OAB-(

Change in OAB Questionnaire (OAB-q) Scores

® Placebo (n=383) Week 12
40 1 = Fesoterodine (n=372)

2

EvoxAnon amo Ta
ZUNTTTWHOTO

0
30 1

20 1

10 o

LS Mean Change from
Baseline in OAB-q Scores

BL= a8 | -30
76.9

2UVOAIK} Avnouyia AvTINETWTTION YTTVOG Koivwviki
HRQL AAANAcTTidpaon - -40

Minimally Important Difference (MID): 10 points for all OAB-g scales and domains.

Improvement indicated by increase in HRQL and domain scores and decrease in Symptom Bother score.

*P<.0001 vs placebo; TP = 0.0036 vs placebo; *P=.0007 vs placebo.

BL = Baseline mean. Staskin DR et al. Presented at SUFU 2009




IKEvTpwon oTnv MoioTnTa Z(ong

ZNHAavTiKEC EpWTNOEIC

® doBooaoTe va TAEIOEWETE;

® PopaTe NAVEC yIa va VOIWOETE aoPaAnc;

® NoiwBeTe avao@aleia va NnAaTe € Jia ouvaulia n Evav aywva;

® Ano@eUyeTE va KaBIOETE OTIC EOWTEPIKEC BETEIC TOU BeATPOU;



ATAOAIYn avaPeEPETAal ouxva ano avopeg

Kal YUVAIKEC nNou naocxouv ano O

Ano 1487 aoBcveic ue OAB ka1 3018 ouada eAcyyou

°*0 nAnBuopog pe OAB uvs(paps NEPICCOTEPA CUMNTOHATA
KAaTaBAIync ano TRV opada eAEyxou

® Aaesvslq OAB pe clkpcn'sla oupo)v ENNPEACTNKAV NEPICOOTEPO an’
OTI Ol AOOEVEIG XWPIGC AKPATEIA OUPWV

O1 avopeg pe OAB Kal OKPATEIO OUPWV OVEPEPAV KATAOAIYN HE THV
1010 CUXVOTNTA ME TIG YUVOIKEG TTOU TTACYXOUV OTTO TA i0I0 CUMTITWHMATO
Self-reported

EQ-5D CES-D CES-D Depression
] Mean Mean %>21 Diagnosis, %

Men Controls 1495 0.92 5.37 3.5 4.3

OAB without UI 349 0.89 6.85* 5.0 0.1%

OAB with UI 156 0.81%* 11.69* 19.3* 18.6*
Women Controls 1523 0.89 6.16 4.7 0.1

OAB without UI 446 0.84* 8.37* 8.4* 14.9%

OAB with UI 536 0.80* 10.53* 15.4%* 18.9*

*p<0.05 vs controls within sex.

Lower EQ-5D scores indicated poorer HRQL and a Centre for Epidemiologic Studies—Depression scale.
(CES-D) score >21 indicated major depressive symptoms.

Irwin DE et al. Meurourol Urodyn. Poster 433. Presented at ICS 2006.



OAB ouvdesTal pe ZeEo0UalAikn

AucA&€ITOUpPYIa OTOUGC AVOPE

® O avépsq aoBeveic He OAB EXOUV nsplocstpo ano TIC 6|n)\00|£q
mBavoTnTeG va ava®epouv 2TUTIKN AucAeitoupyia (ED), og oxeon pe Tnv
ouaéa eAeyXou, (METa amno eAeyxo TNG NAIKIAC, Tou OIaBNTN Kal TG
UMEPTACNC)

® AvOpeG nAIkiac >50 eTwv Pe 0U|JI'IT(1)|.ICITCI OAB EIXCIV GI’]LICIVTIKCI
MEPICOOTEPEG NIBAVOTNTEG va ava®epouv ED, G OXeon JE AVOPEG XWPIG
oupnTwpata OAB

- H auEnon avcu NG i010C TAENG MEYEBOUG, OMNWC (PAVNKE OE AVTAMOKPIOEVTEC UE
umEPTAcn n olapnTN

POR 959 CI
OAB cases vs controls 2.1 1.4-3.2
Diabetes vs no diabetes 2.5 1.4-4.6

Hypertension vs no hypertension 1.7 1.2-2.6

POR = prevalence odds ratio.
Irwin DE et al. Meurourol Urodyn. Poster 433. Presented at ICS 2006.



CUHNTOHATA oupnong ennpealouv TNV

oefoualikn {wn TV yuvaikov HE O

Case-Control Study of a Subset of Women from EPIC
(n=932 OAB cases, 932 controls)

M ETOEVIZECOUTART
ApacTnpIOTHTA ACYW TWV.
CUUNTOHATWY oupnongt

Melwpévn 2ecoualikr) ATTOAauon AOYyw Twv
CUNTITWPATWY oUpnong 1t

— —

25 ] 25 N *
> > 20.1
.g’ 20 - . _g’ 20 -
r Y
8 15 i 8 15- *
() (7] 11.9
(-4 * (<2
9 10 - 8.9 [0 10 -
(6) (9)
2, 2
5 571 26 I 5 5| 31
(7] (7))
0 I T 1 0 1 ] —
Controls (0).1:] (0).1:] Controls (0):\:] (0):1:]
Patients Patients Patients Patients
without UI with UUI without UI with UUI

*p<0.05 vs controls.
TAmong sexually active subjects.
Irwin DE et al. Neurourol Urodyn. Poster 433. Presented at ICS 2006.



vc OKOIAIOTNTA HMOPEI VA EXEI APVNTIKN
enidpaon o€ a0OeVEIC HE ZUNNTWHATA

va ENIOEIVWOEI TA
cupnTwpara OAB

Erequency.

Ta LUTS pnopei va emdsiviBouv €E Urgency

aITiag jia avaTtopiKnG Nnapepnodiong A

AOY® SUOKOIAIOTNTAG OTO KATWTEPO

naxu EVTEPO ) oTO OPOOV /_\

AOOEVEIC HE OUPOAOYIKEG d1aTAPAXEG Antimuscarini Fluid

onwg n OAB €xouv au§nuévo Kivduvo yic c Agent Restriction
OuoKOIAIOTNTA AOYW:

— O1K100gA0UC HEI®ONC TG NPOCANYNG
uypwv

— OapHAKEUTIKNG Aywyng Nou oEuvel
Tn SUOKOIAIOTNTA

Uninary;Symptoms

Constipation

Ze KAIVIKN HEAETN N Ogpaneia TnG
OuoKoIAIOTNTAG, £3€I1EE BeATidON OTa
LUTS

H AuckolAloTnTa 6a npeEnEl va AdpBaveral un’ oWV Kard Thv EniAoyn
AVTIHOUOKAPIVIKOU (pAPHAKOU, EI0IKA OTOUG NAIKIWHEVOUG

Ginsberg DA, et al. Uro/ Nurs 2007; 27:191-212.



Depaneia TS YnepdpaoTnpiag Kuorng

® Kuplol kaBopIoTIKOi NAapAayovTEC IKAVOMnoinong Tou acBevoug
Kal CUPHOpPwoNC oTn Bepaneial
— ANoTeAEONATIKOTNTA
— AVEKTIKOTNTA
— MoioTnTa ZWNC

AvVayvmpich TV NPOCOOKIWY TOU

acBevoug 3

!Haab F et al. 2005 Aug; 59 (8): 931-7.



2008 Meta-Analysis Update:

ANOTEAECHATIKOTNTA TWV AVTIHOUOKAPIVIKWV
o€ ouykpion pE 1o Placebo

Meta-analysis of 83 RCTs published on the tolerability, safety, and efficacy of
antimuscarinic drugs used in the treatment of OAB

Meon psraoAn twyv Emeicodiwv AKpATEIaG ava nuEPA

Oxybutynin
Fesoterodlne Fesoterodlne TDS 3 9-4.00 Oxybutynin Sollfenacm Solifenacin Tolterodine
15 mg 10 mg 4 mg ER

o -
>

4 0.2 -
S~
=)

=
=
(]

o -0.6 -
c
]
£

O .0.8 -
c
]
(7]

= -1

-1.2 -

Chapple C, et al. Eur Urol. 2008.
*p<0.01 vs placebo; tp=0.02 vs placebo.



AiTia diakonng Bepaneiag yia tnv OAB

® O ouxvoTEPa avapepopevoc AOyoc NTav OTl “'Ta anoTeAeopaTa TnG Bepaneiag dev NTav
Ta avapevopeva” (49%), akoAouBoUpevo ano 1o “alkayn o€ vea Bepaneia” (27%)

® EnekTeivovTag v nsploéo avakAnong yia diakonn nepav Twv 12 pnvov, Ta
anoTeAeopara nTav napopoia

ZupuBouAn oikoyévelag/pilou [T 2
AAAayn o€ TTponyouUpevn aywyn [ 5§
O yIaTpOG eV £EKOVE CWOTH OEPATTEUTIKN ETTIAOYRA 6
AAAayn Tou aio0fpaTog ao@aAsiag [y 7
AAAN ocuvlnkn/aywyn i | 12

Aev pou apéoel va aipvw OMNMOIOAHMOTE @dpupako ] 13

Agv pou apéoel va Taipvw @ApHAKA YIa MEYAAO 5I0'0'Tr||1- | 14

Ta oupmTWPATA TNG KUOTNG oTapdTNOAV/BEpaTreUTNKAV l 1 15

KéoTtog ) ] 18

Mou €iTre va oTapaTAow £TayyeApaTiag uyeiag ] 19

Avemi00uNTEG EVEPYEIEG 1 | 22

‘Epala va Ta KAaTa@EéPVw Xwpig (pdppam 1 ] 25

AAAayR o€ véa aywvn 1 07

Ta amoteAéopara Sev fTav Ta avausvousv'/_\4g\
/I

O 10 20 30 40 50 60
Percentage

*Number of respondents who discontinued at least 1 medication;
responses are for any of 3 possible episodes. Brubaker L et al. Presented at ICS 2006.



Depaneia TnG Ynepdpaornpiag Kuorng

® ZuinTtnon

®ZudnTnon

*ZuinTnon

® Apon epnodiwv PeTA&U yiaTpou ka1 acOevoug




- JunTouara, EvoxAnon kai Ospunsla.

Ikavonoinon?

® Mia nio enikevTpwpevn oTov acBevn npooeyylion TnG OAB Kkal
TNC Bepaneiag Tng

® Oa npenel KUPIWE va ENIKEVTPWVETAl OTNV EVOXANON Kai oxl
anAw¢ OTNV KATAPETPNON TWV EMNEICOdIWV TWV CUUNTWHATWV
TnG OAB

® H |kavonoinon Tou acbsvouc ano Tn Bepansia CUCXETIOTNKE
KaAUTEPA HE TIC KAIMAKEC EKEIVEC Nou OpIlav TO OTOIXEIO TNG

YIkavonoinoncg”
— KaBnpepivn enidpaon OnTikry Avaloyikn KAipaka
— KAipaka avTiAngng Tou acBevouc yia TNV KataoTacn TnE KUOTNG

— SAGA

1Michel MC. 2007.



ZUYKEVTPWTIKA OEOOHEVA ANO U0 TUXAIONOIK

Fesoterodine

Fesoterodine 8 mg

e

IKelleher C J and al. BJU Inter. 2008,102 (Jul):56-61.

AETEC

® BeATiwoe onpavtika Tnv HRQOL og
aoBeveic e OAB

® Kal Ta 4mg kal Ta 8mg napeixav
ONUAVTIKEC BEATIWOEIC OTIC NEPIOTOTEPEC
napapeTpouc Tou KHQ,
oto ICIQ-SF, TRR kai otn Likert scale

'Ed€1EE KAAUTEPA ANOTEAECTHATA

ano 1a 4 mg o€ SUO0 NAPAHETPOUG
® Juvaiobnuara

® BapuTnTa ZUNNTOHATWV



pc'loslc; NG Pe00TEPODIVNG EVUEAIKTOU

D0COAOYIKOU OXNHATOC OTA CUMNTWHATA TNG

® 12-week open-label, single-arm trial
— 5-day diaries at baseline and 1, 4, and 12 weeks
— Optional dose escalation at 4-week visit

Conducted in 80 centres in Asia, Europe, North America, and Central America
All patients dissatisfied with previous treatment with tolterodine

516 subjects enrolled with a mean age of 59.6 years

50% of patients with UUI at baseline

Optional Dose Escalation

‘ Feso 8 mg

Feso 4 mg

' ' Feso 4 mg
Baseline Week 1 Week 4 Week 12

255 Subjects (53%)* Opted for Dose Escalation to 8 mg at 4 Weeks

*Based on subjects on 4 mg dose per protocol, still enrolled at 4 weeks (n=481).
Wyndaele 1J et al. Presented at IUGA 2008.
Goldfischer ER et al. Presented at AUGS 2008.



o)'rsl'lovm TeAika Znpeia eneTeuxdnoav
oTnVv HEAETN EuéAikTOoUu AoCOAOYIKOU

ZXNHATOC

Ap1Op0G OupnoEWV Engicodia EmMTakTiIKoTNTaG Engicodia UUI
(n=514) (n=514) (n=256)
15 - 12 - 3 -
12.7 10.0 2.3
. . p EN
210 =7 2 8- £
< < N
N (o] * o
o o 5.0 [T,
o o g :'
= o S 1
B 5- -22% T 4- > 1 *
e E -57% 0.6
-100%
0 T 1 () T 1 (1] T 1
Baseline Week 12 Baseline Week 12 Baseline Week 12

Z€ pia post-hoc avaAuon, 63% Twv acBevwv nou avapepav eneigodia UUI
KaTa Tnv évap&n Tng Bepaneiag, dev avapepav kavéva engicodio UUI oTo
nevOnHUeEPO NHEPOAOYIO oUpnonG Tnv 121" gBdopada

*p<0.0001 for mean change from baseline. Values within bars are median percentage change from baseline.

Wyndaele 1] et al. Presented at IUGA 2008.
Data on file. Pfizer Inc. Protocol A0221007 SCS269 Table 4.11.



V avTanokpifOevTrmv acdevwv, SnAwoav

IKaVOMNoINHEVOI ano Tnv Oepaneia pe

Treatment Satisfaction Question (TSQ)
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*Co-primary endpoint.
Wyndaele 1J et al. Presented at IUGA 2008.



Depaneia pe PeooTePOdivn ENEDEIEE

KAAUTEPA ANOTEAECHATA OTO EPWTNHATOAOYIO

Overactive Bladder Questionnaire Scores

(QEZY))
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29
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Total HRQL  Coping Concern Sleep Social Symptom
Interaction Bother

OAB-q Scale and Domain Scores at
Baseline and at Week 12 (Mean Score)

Minimally important difference (MID) = 10 points for all OAB-q scales and domains.

HRQL = health-related quality of life.

Higher HRQL and domain scores indicate improvement; lower Symptom Bother score indicates improvement.
*p<0.0001 vs baseline.

Wyndaele 1] et al. Presented at IUGA 2008.



9|'J|.||1'r£<; EVEPYEIEC NOU avaPpEPOnkav

oTnVv HEAETN EuéAikTOU AOCOAOYIKOU
ZXNHaToC PecoTEPODIVNG

AvemBuunreg Evepyeieg

(a)(srl(o';'lsvsq HE T1) Bspancia, kdBs (n=0/501 6)
airioAoyiag)

Znpoorouia 23
Bupummznpomo"mg=nma .......................................................................................... 19 ..............................
Bapummznpomo"mq=pETpm ................................................................................... S
quu-rm-qEnpoo-ropmg:oopqpn1 ...................................
AualroMmrqra .............................................................................................................................................................. /; ) ....................
KepalaAyia 4
Aidppora 2
Koidiaxo dAyocg upper 2

Most AEs were rated as mild in severity.
Wyndaele 1J et al. Presented at IUGA 2008.
Data on file. Pfizer Inc. A0221007 CSR, Table 13.6.2.3.



ivn 8 mg neTuxe BeATiowon oTnv KAipaka AvTiAngng Tov

WV TNG KaraoTtaong Tng Kuotng (PPBC) O€ NEPICCOTEPOUC ACOEVEIC
o€ ouykpion HE TRV ToATepodivn SR 4mg (post-hoc anal

**-I-

100% -

A > points reduction from BL
| 1 point reduction from BL
B No change

75% A Deterioration

33%

50% - 30%
31%

25% -

% Subjects Reporting Improvements in PPBC
from BL to week 1

0, 0,
o 11% 10% 504
PBO Tolt ER Feso
4mg 8mg

*p<0.001 tolterodine vs. placebo (post-hoc).
* * n<0.001 fesoterodine vs. placebo
1 p<0.01 fesoterodine vs tolterodine ER (post-hoc)

Prescribing Information is available on the last slide Adapted from Herschorn S. BJU International 2010; 105(1):58-66



vr| 8 mg nETuxe Bshimon otnv KAipaka AVTiAntpnc; ™G

koTnTac (UPS) o€ NnEPICOOTEPOUC ACOEVEIC, OE CUYKPION |.|£ 1111

ToATepodivn SR 4mg (post-hoc analysis)

D Improvement (21 points from BL)

B No change ] Deterioration

% Subjects Reporting Improvements in PPBC
from BL to Week 12

() 6%
PBO Tolt ER Feso
Amg 8mg
*P<0.001 Feso vs. placebo. Adapted from Herschorn S. BJU International 2010; 105(1):58-66

T P =0.014 Feso. vs Tolt ER (post-hoc) . - : :
Tolterodine ER vs placebo was not significant p=0.167 Prescribing Information is available on the last slide



0Tsp06ivn 8mg e':5£|§£ HEYAAUTEPN BeATiOON OTO

dWTNHAaToAoyio OAB-q, o€ ocUykpion HE TNV TOATEPODivN SR 4mg
(post-hoc analysis)

B Placebo (n=289)

" 30 - _
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O i QL Interaction
5 S 10
g S
(<DE O -20 -1 e
-23%
-30 - _27*1’

Minimally Important Difference (MID): 10 points for all OAB-g scales and domains.

Higher HRQoL and domain scores indicate improvement; lower Symptom Bother score indicates improvement.
*P<0.001 fesoterodine vs placebo; TP< 0.02 fesoterodine vs. tolterodine ER (post-hoc); *P<0.05
tolterodine ER vs placebo (post-hoc)

Prescribing Information is available on the last slide Adapted from Herschorn S. BJU International 2010; 105(1):58-66



IAIII

JuunTtec Evepyeiec nou Odnynoav o€
Anopakpuvon ano T MeAET

Due to adverse events* 6 (1.8) 28 (4.1) 42 (6.2)

Dry mouth 1 (0.3) 6 (0.9) 14 (2.1)
Headache 0 1(0.1) 7 (1.0)
Vision blurred 0 1(0.1) 3(0.4)
Constipation 2 (0.6) 2 (0.3) 3(0.4)
Diarrhea 0 0 3(0.4)

*Treatment-emergent; those events with 23 subjects in any treatment group.
(Discontinued subjects with more than one adverse event are itemized more than once.)
PhRMA Web Synopsis (CTR identifiers NCT00444925, Protocol A0221008). www.clinicalstudyresults.org

Prescribing Information is available on the last slide Adapted from Herschorn S. BJU International 2010; 105(1):58-66



on HeTa&u PeocoTEPOOIVNC 8Mg Kai
ToATepOdivnGg SR: E|360|.|c'|6c,l_,

Primary endpoint

Urgency perception scale

*Study 1: Post-hoc endpoint and statistical analysis. Study 2: Predefined endpoint and statistical analysis.
TStudy 1: Predefined endpoint with post-hoc statistical analysis. Study 2: Predefined endpoint and statistical analysis.

v'=Statistically significant (P<0.05) for Toviaz 8 mg when compared to Detrol LA 4 mg. 1.Herschorn S et al. BJU Int. 2010;105:58-66.
HRQL=health-related quality of life; OAB-g=Overactive Bladder Questionnaire. 2.http://www.clinicalstudyresults.org/documents/compan
y-study_10151 0.pdf



http://www.clinicalstudyresults.org/documents/company-study_10151_0.pdf
http://www.clinicalstudyresults.org/documents/company-study_10151_0.pdf
http://www.clinicalstudyresults.org/documents/company-study_10151_0.pdf
http://www.clinicalstudyresults.org/documents/company-study_10151_0.pdf

)\o nou Ta noocoota OAB cival nepinou idla o€

OVOPEG Kal Yuvaikeg, AlyOTEPOI vOPEG an’ OTI YUVAIKEG
AauBavouv Bepaneia e avTiHOUOKApPIV

3 25 - -
B 2 OAB Prescriptions
(1] 5 N0
% 20 - 2 BPH Prescriptions
=
=
£ 15-
)
S 10 -
whd
2
S 5
)
o
o 0 - //
Female Male Male
4 popEG AIlYOTEPEG ocUVTAYEG yia OAB Ze avopeg pe LUTS nou
FpagovTal yia avopeg nepiAappavouv cupntwpata OAB

2uvnéwg xopnyarral espansla
yid Ta CUPNTOHATA TOU NPOoTaTH

Data collected over 12 months.
OAB prescriptions include all antimuscarinics. BPH prescriptions include all o-blockers and 5-ARIs.

Verispan Patient Longitudinal Data, MAT. 2005.
IMS NPA, MAT. 2005.



esoterodine o€ NAIKIWUEVOUG QOOEVEIC HE
OAB: SOFIA Trial -

® Multicentre, double-blind, placebo-controlled study in older patients treated with flexible
dose fesoterodine

— Primary endpoint: Change from baseline to week 12 in urgency episodes/24h
¢ Unique in that approximately 50% of patients recruited were male

Placebo (n=393) Fesoterodine
(n=392)
Gender
e 205 (50%)] 213 (s
Female 205 (52% 213 (54%
Age (yr)
Mean 72.8 72.6
Range 65-89 65-90

Wagg A, et al. EAU 2011; Abstract 880



AAAGYEGC ano TO ONHEIO EKKIVNONG OTNV ENITAKTIKOTNTA OTA ENEICODIC
oTnVv €Oopuada 12: npwTeU®V TEAIKO OnMEio

Fesoterodine Placebo
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|

» Discontinuation rates due to adverse events were 14% for fesoterodine and 5%
for placebo

 Fesoterodine was generally well tolerated in this population of older patients.
The main adverse events resulting in treatment discontinuation of fesoterodine
were dry mouth (n=7), urinary retention (n=4), and dysuria (n=3)

Wagg A, et al. EAU 2011; Abstract 880



Ixavonoinorn Tou aoBevouc:

O BaoikoG oTOXOG OTNV OIaXEIPION TNG
OAB



1 ENITUXN AanoTEAEONATA EEAPTWVTAL:

®*50% Ano TOV YIaTpo

®*50% Ano Tov aocOsevn
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