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ABSTRACT 

 

Twenty Five patients received fixed-dose combinations of 

Tamsulosin 0.4mg/day and Tadalafil 5mg /day for 45 days (groupA) and 

Twenty Five patients received Tadalafil 5mg /day for 45 days (group B). 

The study showed that the fixed-dose combinations of Tamsulosin 

and Tadalafil significantly improve IPSS score and Qmax more than with 

Tadalafil 5 mg/day alone. Furthermore, PVRU significantly decreased 

with the fixed-dose combinations of Tamsulosin and Tadalafil more than 

with Tadalafil alone. Fixed-dose combinations of Tamsulosin 0.4 mg plus 

Tadalafil 5 mg were determined to be safe, efficacious, and well tolerated 

in the subjects investigated, which suggests the new fixed-dose 

combinations therapy can offer clinically relevant benefits for patients 

with LUTS complaints and desiring amelioration for comorbid ED 

complaints. 

Keywords: Transforming Growth Factor - Transitional Zone 
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INTRODUCTION 

enign prostatic hyperplasia (BPH) is a disorder 

histologically characterized as the nonmalignant 

hyperplasia of prostatic cells. Most of patients with benign 

prostate hyperplasia present with lower urinary tract symptoms 

(LUTS) (Gravas et al., 2015). 

About half of men with BPH develop an enlarged 

prostate gland, called benign prostatic enlargement (BPE) 

among these, about half develop some degree of bladder outlet 

obstruction (BOO). BOO and/or changes in smooth muscle 

tone and resistance that can accompany BPH may result in 

lower urinary tract symptoms (LUTS) (Gravas et al., 2015). 

LUTS include storage disturbances (such as daytime 

urinary urgency and nocturia) and/or voiding disturbances 

(such as urinary hesitancy, weak urinary stream, straining to 

void, and prolonged voiding). LUTS affect an estimated 3 

percent of men ages 45–49 years old increasing to around 30 

percent of men over 85 years old. Urinary hesitancy, weak 

stream, and nocturia are the most commonly reported LUTS 

(Karami et al., 2016). 

Usually, BPH diagnosis is based on clinical presentation 

of LUTS or enlarged prostate on digital rectal examination. 

However, an enlarged prostate may not cause any urinary 

symptoms, so when LUTS are present, causes other than BPH 

still should be ruled out (Hutchison et al., 2006). 

B 
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BPH-LUTS are common in aging men worldwide. Given 

that BPH-LUTS often interferes with daily activities, many 

men with BPH-LUTS seek treatment to improve their quality of 

life (Yassin et al., 2006). 

Treatment decisions can typically be based on symptoms 

and degree of bother without need to perform specialized tests 

such as uroflowmetry and postvoid residual urine (PVR) 

measurement Lifestyle interventions such as modifying fluid 

intake or toileting behavior are typically the first-line 

treatments to reduce symptoms in patients with LUTS/BPH. 

When necessary, pharmacological treatment also may be 

initiated to reduce symptoms and prevent or delay disease 

progression (Strittmatter et al., 2013). 

Since the 1990s, there has been a substantial shift in BPH 

management from surgical to medical therapy. The current 

standard of care for LUTS/BPH includes α-adrenergic blockers 

and 5α-reductase inhibitors, used alone or in combination. These 

therapies are associated with bothering sexual side effects. The 

primary goals of LUTS attributed to BPH treatment are to reduce 

LUTS, improve prostate-related quality of life, and prevent or 

delay disease progression (Strittmatter et al., 2013). 

Erectile dysfunction (ED) is defined as the persistent or 

recurrent inability to achieve & maintain an erection sufficient 

for satisfactory sexual performance (Chitale et al., 2007). 
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Lower urinary tract symptoms (LUTS), benign prostate 

hyperplasia (BPH), and erectile dysfunction (ED) are highly 

prevalent entities in aging men (Seftel et al., 2013). 

There is basic science evidence that LUTS/ BPH and ED 

share the same pathophysiologic common components that may 

be involved. Four theories supporting biological plausibility 

currently exist: (i) the reduced production of nitric oxide 

synthase/NO in the pelvis, which includes the penis and 

prostate; (ii) the autonomic hyperactivity and metabolic 

syndrome effects on LUTS, prostate growth, and ED; (iii) the 

presence of an increased rho-kinase activation/endothelin 

activity; and (iv) the diffuse atherosclerosis of prostate, penis, 

and bladder (Yassin et al., 2006). 

Considering the high incidence of ED and BPH in aging 

men and the same pathophysiology and the probability to treat 

both disorders with the same treatment (alpha blockers and/or 

phosphodiesterase type 5 [PDE5] inhibitors (Chitale et al., 2007). 

Alpha-blockers have been widely used for the treatment 

of LUTS/BPH for a long time Some alpha-blockers may cause 

ejaculatory dysfunction in some individuals.  

Tadalafil, a phosphodiesterase type 5 inhibitor (PDE-5), 

was approved by the Food and Drug Administration (FDA) for 

the treatment of erectile dysfunction (ED) in 2003 and for the 

treatment of BPH in 2011 (Singh et al., 2014). 
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The phosphodiesterase inhibitors are used in the treatment 

of ED and there are increasing data of effects of these drugs on 

bladder and urethral relaxation as well as of prostatic smooth 

muscles that may relief the symptoms of BPH (Wang et al., 2015). 

The inclusion of Tadalafil in complex of combined 

conservative therapy of patients with BPH not only improves sexual 

function but has a positive effect on symptoms of the disease and the 

psychological state of the patient (Regadas et al., 2012). 

Based on the wide variety of medications available to treat 

LUTS attributed to BPH, it is possible that tailoring treatment 

with single medications or medication combinations can 

maximize efficacy or effectiveness and minimize adverse effects. 

The mechanism by which combination therapy produced 

greater improvement is that both alpha-1 blockers and PDE5 

inhibitors, acting by two different mechanisms of action on 

common urogenital target organs, may have a synergistic effect 

on LUTS and ED (Fusco et al., 2013). 

Alpha-1 blockers, by blocking alpha-1-adrenergic 

receptors and reducing the sympathetic tone in penile smooth 

muscle and prostate/bladder neck, could enhance the NO-

mediated relaxant influence of PDE5 inhibitors Similarily, 

there is evidence that PDE5 inhibitors enhance the inhibitory 

effects of alpha-1 blockers on neurogenic contractions of 

human prostate and bladder neck (Chang et al., 2005). 
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The most widely used, validated instrument for assessment 

of LUTS is the International Prostate Symptom Score (IPSS) and 

for assessment of sexual function International Index of Erectile 

Function (IIEF-5) (Karami et al., 2016). 
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AIM OF THE STUDY 

o assess the efficacy and safety of fixed-dose combinations 

therapy of Tamsulosin & Tadalafil versus Tadalafil alone 

in treatment for BPH patient with lower urinary tract symptoms 

(LUTS) and erectile dysfunction (ED). 
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