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ΚΥΠ? 





Α-BLOCKER MONOTHERAPY DOMINATES BPH 

MEDICAL TREATMENT 

 1. Adapted from Fourcade R-O et al. World J Urol. 2012;30:419–426; 2. Nickel J et al. CUAJ. 2008;2:367–373. 
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TREATMENT OBJECTIVES FOR PATIENTS WITH BPH1,2 

Improve BPH symptoms 

Improve quality of life 

Prevent complications such as AUR 

Reduce need for BPH-related surgery 

1. Fitzpatrick J & Artibani W. Eur Urol Suppl. 2006; 5:997–1003; 2. Madersbacher S et al. Eur Urol. 2004; 46:547–554. 



ΔΙΑΡΚΕΙΑ ΜΟΝΟ-ΘΕΡΑΠΕΙΑΣ ΜΕ A-BLOCKER 





ΒΕΛΤΙΩΣΗ ΤΩΝ ΣΥΜΠΤΩΜΑΤΩΝ (IPSS-Qmax-QoL-Tolerance) 

ΚΑΤΆ 30% -ΑΜΕΣΑ (2 ΕΒΔΟΜΑΔΕΣ) ΜΕΤΑ ΤΗΝ ΕΝΑΡΞΗ ΤΗΣ 

ΘΕΡΑΠΕΙΑΣ 

 

ΑΛΛΑ 

 

ΜΕΤΑ ΤΟΥΣ 12 ΜΗΝΕΣ ΠΤΩΣΗ ΤΩΝ ΠΑΡΑΜΕΤΡΩΝ ΚΑΤΆ 46% 

 

ΚΑΙ 

 

ΜΕΤΑ ΤΟΥΣ 24 ΜΗΝΕΣ ΠΤΩΣΗ ΤΩΝ ΠΕΡΑΙΤΕΡΩ ΠΤΩΣΗ ΤΩΝ 

ΠΑΡΑΜΕΤΡΩΝ ΚΑΤΆ 15% 

 

 

 

 



Ηλικία (> 60έτη) 

 

Βαρύτητα LUTS (μέτρια έως σοβαρά, IPSS > 8) 

 

Ροή ούρων(Qmax < 10.6ml ⁄ s) 

 

Όγκος προστάτη (PV) (> 30ml) 

 

Επίπεδο PSA (≥ 1.5 ng/ml) 

ΠΑΡΆΓΟΝΤΕς ΚΙΝΔΎΝΟΥ ΓΙΑ ΤΗΝ ΕΞΈΛΙΞΗ ΤΗς ΚΥΠ1-4... 

1. McConnell JD, Roehrborn CG, Bautista OM, Andriole GL Jr, Dixon CM, Kusek JW et al. N Engl J Med 2003 Dec;349(25):2387-98.  

2. Emberton M, Cornel EB, Bassi PF, Fourcade RO, Gómez JM, Castro R. Int J Clin Pract 2008 Jul;62(7):1076-86.  

3. Emberton M, Fitzpatrick JM, Rees J. BJU Int 2011 Mar;107(6):876-80.  

4. Djavan, B, Waldert M, Ghawidel C, Marberger M. Curr Opin Urol 2004 Jan;14(1):45-50.  
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Urinated:  Passed urine in the toilet. 

Incontinence:  Involuntary release of urine. 

Urge Incontinence:  

Involuntary release of urine 

accompanied or immediately 

preceded by urgency 

Urgency:  

0 No urgency 

I felt no need to empty my 

bladder, but did so for other 

reasons. 

1 Mild urgency 

I could postpone voiding as 

long as necessary, without fear 

of wetting myself. 

2 Moderate urgency 

I could postpone voiding for a 

short while, without fear of 

wetting myself. 

3 Severe urgency 

I could not postpone voiding, 

but had to rush to the toilet in 

order not to wet myself. 

4 Urge incontinence 
I leaked before arriving to the 

toilet. 

Definition and scale of Patient Perception of Intensity of Urgency Scale 

(PPIUS) 











MTOPS STUDY: MEDICAL THERAPY OF PROSTATIC 

SYMPTOMS  

 

Bautista O et al. Control Clin Trials 2003;24:224–243; McConnell J et al. N Engl J Med 2003;349:2387–2398. 

Placebo (n=737) 

Doxazosin (n=756) 

Combination (doxazosin + finasteride) (n=786) 

Finasteride (n=768) 

Patients with moderate-to-severe 

LUTS due to BPH 
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Inclusion criteria: 
• Men ≥ 50 years from USA 

• AUA-SI ≥ 8 

• Qmax > 4 and ≤ 15 ml/s 

• Minimal voided volume of 125 ml 

• PSA: ≤10 ng/ml 

• No threshold for prostate enlargement 

Mean follow-up = 4.5 years 

Study design 

 

 

MTOPS (n=3047) 



[FIN + DOX] COMBINATION THERAPY SIGNIFICANTLY PROLONGS THE TIME 

TO AUR AND BPH RELATED SURGERY COMPARED WITH PLACEBO 

Adapted from McConnell J et al. New Engl J Med. 2003;349:2387–2398. 
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COMBAT STUDY: COMBINATION OF DUTASTERIDE AND TAMSULOSIN 

19 

Tamsulosin 0.4 mg 

+ dutasteride-matched placebo 

Dutasteride 0.5 mg 

+ tamsulosin-matched placebo 

Combination 

(dutasteride 0.5 mg + tamsulosin 0.4 mg 
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Double-blind 

Baseline M48 Follow-up 

(End of  

treatment +16 W) 

M24 

Visits every 3 months, QD dosing 

IPSS AUR/Surgery 

Primary measures 

Siami P et al. Contemp Clin Trials 2007;28:770–779 

Inclusion criteria: 

Aged ≥50 years 

IPSS ≥12  

Prostate volume ≥30 cc by TRUS 

Serum PSA 1.5–10.0 ng/ml 

Qmax >5 and ≤15 ml/sec 

Study design 

 

 

Patients with moderate-to-severe LUTS due 

to BPH at increased risk of progression 

n=1611 

n=1623 

n=1610 

* 

* No placebo arm due to ethical considerations 



Adapted from Roehrborn C et al. Eur Urol. 2010;57:123–131. 
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P <0.001 combination vs tamsulosin 

P <0.001 combination versus dutasteride 
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Tamsulosin (n=1582) 

Dutasteride (n=1592) 

Combination (n=1575) 

CombAT study 

 
 
 
 

Symptom improvement 

with combination 

therapy started as 

rapidly as tamsulosin 

monotherapy 

 
 
 
 

Superior symptom 

improvement with 

combination therapy 

vs tamsulosin 

from month 9 

 

 
 
 
 

Superior symptom 

improvement with 

combination therapy that 

increased 

vs tamsulosin alone 

from months 9 to 48† 

† The difference between combination 

and dutasteride tends to be maintained 

up to 4 year 

 *LOCF = Last observation carried 

forward 

 

[DUT + TAM] COMBINATION THERAPY SIGNIFICANTLY 

IMPROVES OVERALL SYMPTOMS COMPARED WITH TAM 



[DUT + TAM] COMBINATION THERAPY SIGNIFICANTLY 

PROLONGS THE TIME TO BPH CLINICAL PROGRESSION 

COMPARED WITH EITHER MONOTHERAPY 

Adapted from Emberton M et al. Eur Urol Supp 2012;11:e747-poster. Available from 

http://curareg.uroweb.org/PostersParis2012/747.%20Mark%20Emberton/GSK-Emberton_v2.0_final.pdf; Roehrborn CG et al. Eur Urol 2010;57:123–131. 
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44.1% (ARR 8.9%) 

CombAT study 

31.2% (ARR 5.2%) 

IPSS ≥4 points on two consecutive visits 

BPH clinical progression was defined by: 
AUR renal insufficiency recurrent urinary tract infection urinary incontinence 

Tamsulosin 

(P <0.001) 

Dutasteride 

(P <0.001) 

Combination 

therapy  

RRR, relative risk reduction 

ARR, absolute risk reduction  

RRR in risk of 

overall clinical 

progression 

http://curareg.uroweb.org/PostersParis2012/747. Mark Emberton/GSK-Emberton_v2.0_final.pdf
http://curareg.uroweb.org/PostersParis2012/747. Mark Emberton/GSK-Emberton_v2.0_final.pdf
http://curareg.uroweb.org/PostersParis2012/747. Mark Emberton/GSK-Emberton_v2.0_final.pdf


Tamsulosin 
(n=1523) 

Dutasteride 
(n=1505) 

Combination 
(n=1495) 

p < 0.001 Combo versus Tam 

p ≤ 0.006 Combo versus Dut 

[DUT + TAM] combination therapy significantly increases Qmax 

compared with TAM monotherapy 

Adapted from Roehrborn C et al. Eur Urol. 2010;57:123–131. 

Mean values 

at 48 months 

13.3 ml/s 

 

12.8 ml/s 

 

 

 

 

 

11.5 ml/s 

CombAT study 





Σύγκριση αποτελεσματικότητας  dutasteride+tamsulosin και 
lifestyle οδηγιών vs προσεκτικής παρακολούθησης και lifestyle 
οδηγιών με προσθήκη ταμσουλοσίνης επί επιδείνωσης στην 
αντιμετώπιση naïve ασθενών με μέτρια συμπτώματα ΚΥΠ και 
μεγάλο προστάτη 

1. Protocol Summary at http://clinicaltrials.gov/ct2/show/NCT01294592?term=NCT01294592&rank=1 accessed on 13 March 

2015, 2. Roehrborn CG, Oyarzabal Perez I, Roos EP, Calomfirescu N, Brotherton B, Wang F, et al. BJU Int 2015 Jan doi: 

10.1111/bju.13033. 

ΜΕΛΈΤΗ CONDUCT 

24 

Σχεδιασμός: 

Ευρώπη (France, Germany, Greece, Italy, Netherlands, 

Romania, Spain, United 

Kingdom),πολυκεντρική,τυχαιοποιημένη, ανοικτή,Phase IV 

μελέτη 



ΑΠΟΤΕΛΕΣΜΑΤΙΚΌΤΗΤΑ: ΜΈΣΗ ΤΙΜΉ IPSS ΣΕ ΚΆΘΕ 

ΕΠΊΣΚΕΨΗ 

25 

Μέση τιμή IPSS σε κάθε επίσκεψη(LOCF*) αποτυπώνει το αποτέλεσμα της αγωγής  για 

κάθε σκέλος της μελέτης στα συμπτώματα καθ’ολη τη διάρκεια της μελέτης (μέτρια vs 

ήπια) 1,2 

24 21 18 15 12 9 6 3 1 

Fixed dose combination of dutasteride and tamsulosin (n=369) 

Watchful Waiting with initiation of tamsulosin if symptoms did not 

improve (n=373) 

9.4 

7.9 

9.4 

7.6 

Moderate 

Mild 

*Last observation carried forward 
1. NCT01294592 Study results: https://clinicaltrials.gov/ct2/show/results/NCT01294592?term=NCT01294592&rank=1; 2. Roehrborn CG, Oyarzabal Perez I, Roos EP, Calomfirescu N, 

Brotherton B, Wang F, et al. BJU Int 2015 Jan doi: 10.1111/bju.13033.  .  

**Both treatment arms included lifestyle advice administered 

https://clinicaltrials.gov/ct2/show/results/NCT01294592?term=NCT01294592&rank=1






















































ΕΥΧΑΡΙΣΤΩ 


