
Low-Dose Silodosin for Premature Ejaculation: A Clinical Evaluation

INTRODUCTION

 Premature ejaculation (PE) is the most common male 
sexual disorder, with a prevalence of approximately 30%. 
Its prevalence varies across cultures.¹ In a cross-sectional 
observational study conducted in 2021, polygamous men 
were reported to have a lower prevalence and incidence of 
PE and greater sexual satisfaction than monogamous 
men.² Premature ejaculation was first reported 
approximately a century ago.³ Over the past few decades, 
several changes have been made to its definition and 
classification. The first evidence-based definition of PE 
was established in 2014.⁴

 The Diagnostic and Statistical Manual of Mental 
Disorders, Fifth Edition (DSM-5) renamed premature 
ejaculation as early ejaculation and defined it as a pattern 
of ejaculation occurring within approximately one minute 
of vaginal penetration, persisting for at least six months, 
and occurring during 75–100% of sexual encounters. 
Premature ejaculation has also been categorized as mild 
when ejaculation occurs approximately 30 seconds to one 
minute after vaginal penetration, moderate when it occurs 
within approximately 15–30 seconds, and severe when it 
occurs before sexual activity, during foreplay, or within 

approximately 15 seconds of vaginal penetration.⁵

 The International Society for Sexual Medicine 
(ISSM) defines PE as a male sexual dysfunction 
characterized by ejaculation that always or nearly always 
occurs before or within approximately one minute of 
vaginal penetration, or by a clinically significant reduction 
in ejaculatory latency time. Premature ejaculation is 
classified as lifelong when it has been present since the 
first sexual encounter and acquired when it develops later 
in life.⁶

 Various treatment modalities are available, 
including psychotherapy, behavioral therapy, topical 
treatments, oral medications, and surgical interventions 
such as dorsal nerve neurotomy, glans penis 
augmentation with hyaluronic acid, the inner condom 
technique, cryoablation, radiofrequency ablation, 
implantation of an autologous decellularized matrix, and 
frenulectomy. However, a universally accepted standard 
approach to PE management remains lacking.

 Dapoxetine 30 mg, a short-acting selective 
serotonin reuptake inhibitor (SSRI), is currently one of the 
most commonly used pharmacological treatments for PE. 
Although it has not been approved by the United States 
Food and Drug Administration, it is used for PE in Europe 
and the United Kingdom. Its adverse effects include 
dizziness, headache, nausea, vomiting, dry mouth, 
decreased sexual desire, ataxia, and drowsiness. Abrupt 
discontinuation of SSRIs may also produce symptoms 
known as SSRI discontinuation syndrome.⁷
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 Serotonin functions as a central inhibitory 
neurotransmitter in sexual activity, whereas dopamine 
has a central excitatory role. SSRIs inhibit the reuptake of 
serotonin into presynaptic serotonergic neurons, thereby 
increasing its concentration within the synaptic cleft. This 
reduction in serotonin reuptake has been proposed as the 
principal mechanism through which SSRIs delay 
ejaculation.

 Silodosin is a highly uroselective α₁A-adrenergic 
receptor antagonist with a well-established role in the 
management of benign prostatic hyperplasia.⁸ Silodosin 4 
mg is now being evaluated as a potential treatment for PE. 
Unlike dapoxetine, which acts through a central 
mechanism, silodosin acts peripherally on the seminal 
vesicles, vas deferens, prostate gland, and associated 
smooth muscles, all of which contain abundant α₁A-
adrenergic receptors. By blocking these receptors, 
silodosin may inhibit seminal emission and delay 
ejaculation. Silodosin 4 mg is generally well tolerated; 
reported adverse effects include nasal congestion, 
reduced semen volume, and, rarely, excessively delayed 
ejaculation or anorgasmia.⁹

 The therapeutic role of silodosin is also being 
investigated in several other urological conditions, 
including distal ureteric calculi, chronic prostatitis, 
chronic pelvic pain syndrome, overactive bladder, acute 
urinary retention, prostate cancer, post-brachytherapy 
urinary symptoms, and premature ejaculation.¹⁰ In the 
present study, we evaluated the role of silodosin 4 mg in 
the management of PE.

 Historically, PE received limited attention in 
modern medicine. However, research interest has 
increased considerably over recent decades, extending to 
the genetic basis of the condition. The SLC6A4 gene, 
located on chromosome 17, encodes the serotonin 
transporter responsible for serotonin reuptake, and 
polymorphisms within this gene have been associated 
with PE.¹¹ Nevertheless, the pathophysiology of PE 
remains complex and incompletely understood, 
warranting further research to develop more effective 
management strategies.

 The situation may be particularly concerning in 
developing countries such as Pakistan, where the 
misconception that allopathic medicine has no effective 
treatment for PE remains widespread. This culturally 
embedded misconception has partly been reinforced by 
traditional healers and unqualified practitioners. 
Consequently, patients with PE may initially seek 
treatment from traditional healers or unqualified 
practitioners, subsequently consult a qualified medical 
practitioner, and approach a urologist only when 
specialist services are accessible. Therefore, there is a 
pressing need to establish effective, accessible, and 
evidence-based strategies for the management of PE.

METHODOLOGY

 The study was conducted in urology department, 
Nishtar medical college, Multan .The study duration was 

six months commencing from 1st of September 2025. Prior 
permission was taken from the ethical committee. Ethical 
issues were taken into account. 120 patients who reported 
premature ejaculation were included in the study.  
Informed consent was taken 120 patients were randomly 
divided into two groups. Group A and group B, each 
group comprised of 60 patients, group A patient received 
the silodosin 4mg, 2 hours before sexual activity. Group B 
patients received the placebo. Only male partner was 
included in the study due to our social constrains. The 
sample size calculation and statistical analysis were done 
with the consultation of biostat department. IELT, PEP 
(Four domains of PEP, Patrick et al, Study design was 
Comparative longitudnal study perceived control over 
ejaculation, satisfaction with sexual intercourse, personal 
distress with sexual intercourse and interpersonal 
difficulty related to ejaculation) and CGIC (Clinical global 
impression of change, a 7-point response scale Very much 
improved, much improved, minimally improved, no 
change, minimally worse, much worse and very much 
worse) were recorded prior to the start of the treatment 
and after the treatment. Any adverse effects of the 
silodosin reported by the patients were recorded. All 
concerned variable were recorded. Quantitative data 
expressed as mean, median and standard deviation. 
Qualitative data were expressed as frequency and 
percentage. Data analysis was done by applying student t 
test and chi square tests using statistical package for social 
sciences SPSS version 17. The p value less than 0.05 was 
taken as significant. P-value less than 0.001 was taken as 
highly significant and p-value more than 0.05 was taken as 
not significant. The advantage of telemedicine was taken 
to facilitate the patients from far flung areas. The patients 
were instructed how to record the IELT with stop watch or 
with cell phone. The study duration was six months and 
patients were followed for three months. The relevant 
Performa were printed in Urdu language. History taking 
and examination was conducted.

 Patients Diagnosed according to (DSM-IV TR) 
Diagnostic and Statistical Manual of Mental Disorders, 
Fourth Edition, Text Revision and married male, age 20 to 
45 years were included in this study.

Following were excluded

1 Age above 45 years.

2 hypotensive patients.

3 Drug abuse or alcohol abuse.

4 psychological or mental disorders

5 Diabetics

6 Patients taking sex hormones.

7 Patients who has taken PE treatment in last three 
months.

8 Patients on anti-depressive therapy.

9 Patients using local anesthetic spray or 
intracavernous injections.

10 Patients with BPH 

11 Patients with urethral stricture.
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12     Urological malignancy.

RESULTS

 Average age in group A was 29.6 + 2.83. average age in 
group B was 31.2 + 2.44(as shown in Table I). In group A, 54 
patients (90%) had lifelong PE, 6 patients (10%) had 
acquired PE. No statistically significant difference in age 
in two groups. In group B, 52 patients (86.6%) had lifelong 
PE and 8 patients (13.3%) had acquired PE (as shown in 
Table II). 

 We measured intravaginal ejaculatory latency 
time (IELT) in minutes. In group A before treatment it was 
0.9 + 0.4 and after treatment it became 8 + 0.2 and this 
difference statistically is highly significant. In group B, 
IELT pretreatment was 0.8 + 0.3 and post treatment it 
became 1.4 + 0.3 which is statistically not significant as 
shown in the Figure 1. 

 We used PEP-4 domain premature ejaculation 
assessment tool, develop and validated by Patrick et al in 

122009.  In perceived control over ejaculation domain before 
treatment 38 patients (63.3%) had very poor control and 22 
patients (36.6%) had poor control, after treatment 19 
patients (31.6%) had very good control and 37 patients 
(61.6%) had good control and this difference is statistically 
significant. In satisfaction with intercourse domain before 
treatment, 25 patients (41.6%) were very poorly satisfied, 
26 patients (43.3%) poorly satisfied and 9 patients (15%) 
were fairly satisfied, but after treatment 19 patients 

(31.6%) satisfaction level was very good, 28 patients 
(46.6%) good, 7 (11.6%) fair and 4 patients (6.6%) poor, and 
2 patients (3.3%) very poor level of satisfaction. 

 In ejaculation related distress domain before 
treatment, 24 patients (40%) had extreme ejaculation 
distress, 22 patients (36.6%) had quite a bit, 14 patients 
(23.3%) had moderate level of ejaculation related distress 
and after treatment 45 patients (75%) had little bit distress, 
12 patients (20%) had moderate distress, 1 patient (1.6%) 
quite a bit and 2 patients (3.3%) had extreme distress. This 
difference in pre and post treatment is statistically 
significant. In last domain of ejaculation related difficulty 
in interpersonal relationship before treatment 11 patients 
(18.3%) had extreme difficulty, 17 patients (28.3%) quite a 
bit, 20 patients (33.3%) moderately and 12 patients (20%) 
had a little bit difficulty and after treatment 23 patients 
(38.3%) had no difficulty at all, 29 patients (48.3%) had 
little bit, 2 patients (3.3%) moderate, 1 patient (1.6%) quite 
a bit, and 5 patients (8.3%) had extreme difficulty. Once 
again this difference pre and post treatment is highly 
significant, results of all four domains are shown in Table 
IV. 

 Clinical global impression of change (CGIC), is a 
7-points response scale to measure CGIC of PE. The 7-
points are very much improved, much improved, 
minimally improved, no change, minimally worse, much 
worse and very much worse. Before treatment 9 patients 
(15%) minimally improved and 51 patients (85%) showed 
no change. After treatment 9 patients (15%) very much 
improved, 34 patients (56%) much improved and 17 
patients (28.3%) minimally improved. This difference in 
pre and post treatment CGIC points found statistically 
significant as shown in the Table V. We found decreased 
semen volume in 8 patients (13.3%), uncomfortably 

delayed ejaculation in 5 patients (8.3%), and these two side 
effects are statistically significant. In one patient (1.6%) 
there was an ejaculation, as shown in Table III.

Figure 1: Graphic Representation of IELT Pre & Post 
Treatment Red bar showing IELT before treatment in 
patient and control group. Green bar showing IELT after 
treatment in patient and control group.

DISCUSSION

 Premature ejaculation (PE) is the most common male 

Table I:  Age of Patients in Group A & B

Group A Group B

29.6 + 4.8 31.8+ 3.2

Average Age 

in Years

Table II:  Types of PE

Lifelong PE 54 90% 52 86%

Acquired PE 6 10% 8 13.30%

Group A, n= 60 Group B, n= 60

Table III:  Table of Side Effects

Side Effects
Patient 

n=60
% age

Control 

n=60
%age

Decreased 

Semen Volume
8 13.30% 0 0

Uncomfortably 

Delayed 

Ejaculation

5 8.30% 0 0

Anejaculation 1 1.60% 0 0

Anorgasm 0 0% 0 0
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sexual dysfunction. In the United States, approximately 
one in three men aged 18–59 years experiences PE. 
Depression, anxiety, stress, guilt, lack of confidence, a 
history of sexual repression, relationship problems, and 
unrealistic expectations about sexual activity are among 
its possible causes. Premature ejaculation can occur at any 
age. Although ageing is not a direct cause, PE may occur at 
an advanced age, possibly because of low testosterone 
levels. Nevertheless, the association between testosterone 
levels and PE remains unclear, as both excessively high 
and low testosterone levels have been implicated.¹³

 Numerous treatments have been prescribed for PE; 
however, none has been universally accepted as 
completely satisfactory or as the definitive gold-standard 
treatment. Therefore, identifying an effective and well-
tolerated treatment for PE remains challenging. At 
present, dapoxetine is a mainstay of pharmacological 
treatment. It delays ejaculation by inhibiting the 
ejaculatory reflex and has been reported to be safe and 
effective.¹⁴ However, selective serotonin reuptake 
inhibitors may produce psychiatric and neurological 
adverse effects.

 In a Chinese study, cumulative dapoxetine 
discontinuation rates at 4, 8, and 12 weeks after treatment 
were 12.0%, 41.3%, and 62.7%, respectively. The reported 
reasons for discontinuation included unrealistically high 
expectations regarding efficacy (30.9%), recurrence of 
symptoms following drug withdrawal (26.6%), high 
treatment cost (25.5%), adverse effects (9.6%), fear of drug 
dependence (4.3%), loss to follow-up (2.1%), and 
preference for other treatments (1.1%).¹⁵ In addition to its 
adverse effects and high discontinuation rate, dapoxetine 
is unavailable in many countries, including Pakistan. 
These limitations have encouraged researchers to 
investigate more suitable therapeutic options for PE.

 Silodosin is generally well tolerated following oral 

Very Poor 38 63.30% 1 1.80%

Poor 22 36.60% 3 5%

Fair 0 0 0 0

Good 0 0 37 61.60%

Very Good 0 0 19 31.60%

Very Poor 25 41.60% 2 3.30%

Poor 26 43.30% 4 6.60%

Fair 9 15% 7 11.60%

Good 0 0 28 46.60%

Very Good 0 0 19 31.60%

Extremely 24 40% 2 3.30%

Quite a Bit 22 36.60% 1 1.60%

Moderately 14 23.30% 12 20%

A Li�le bit 0 0 45 75%

Not at All 0 0 0 0

Extremely 11 18.30% 5 8.30%

Quite a Bit 17 28.30% 1 1.60%

Moderately 20 33.30% 2 3.30%

A Li�le bit 12 20% 29 48.30%

Not at All 0 0 23 38.30%

Satisfaction with 

Intercourse

Personal Distress 

with Ejaculation

Inter Personal 

Difficulty Related to 

Ejaculation

Group A (Patient Group) Pre-Treatment Post-Treatment

n=60  % age n=60 % age

Perceived Control 

Over Ejaculation

Table IV: Premature Ejaculation Profile (PEP)

Table V:  Clinical Global Impression of Change, A-7
points response scale

CGIC

Very Much 

Improved
9 15% 0 0

Much Improved 34 56% 0 0

Minimaly improved 17 28.30% 9 15%

No Changed 51 58%

Minimaly Worse

Much Worse

Very Much Worse

Patients n= 60 Control n= 60
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administration and may produce fewer adverse effects 
than conventional SSRIs such as dapoxetine. In 2016, Sato 
and Otani compared the efficacy of silodosin with that of 
naftopidil, a comparatively weak α₁-adrenergic receptor 
antagonist used as the control drug. Silodosin 
significantly prolonged intravaginal ejaculatory latency 
time (IELT) compared with the control treatment. 
Premature Ejaculation Profile (PEP) and Clinical Global 
Impression of Change (CGIC) scores also improved 
compared with baseline and the control group. However, 
12 patients (46%) experienced reduced semen volume.¹⁶ 
The frequency of reduced semen volume reported in that 
study was higher than that observed in the present study; 
nevertheless, the improvements in IELT, PEP, and CGIC 
were consistent with our findings.

 In another study conducted by Bhat and Shastri in 
2016, silodosin 4 mg was found to be an effective treatment 
option for PE, with relatively few adverse events, 
particularly among patients who were dissatisfied with 
dapoxetine 30 mg because of its adverse effects.¹⁷ Hodeeb 
et al. evaluated the effectiveness and safety of silodosin for 
PE in 2019 and reported statistically significant increases 
in IELT as well as improvements in PEP and CGIC scores 
following treatment. These findings are consistent with 
those of the present study. The authors concluded that 
silodosin 4 mg administered two hours before sexual 
intercourse represented a promising, effective, affordable, 
safe, and readily available treatment option for PE in 
Egypt.¹⁸

 Maladkar et al. reported in 2024 that, among α-
adrenergic receptor antagonists, silodosin was highly 
effective and well tolerated and produced fewer adverse 
effects than SSRIs traditionally used for PE, such as 
dapoxetine.¹⁹ Similarly, a meta-analysis by Fauzan et al. 
identified silodosin as a potential new therapeutic 
strategy for PE.²⁰ In a randomized controlled trial 
conducted in 2022, Sharma and Darshi concluded that 
silodosin 4 mg was as effective as dapoxetine 30 mg but 
had a more favourable adverse-effect profile in the 
management of PE.²¹ Saleh et al. also reported in their 2021 
review that silodosin 4 mg was effective in improving PEP 
scores and prolonging IELT.²²

 In the present study, reduced semen volume was 
observed in eight patients (13.3%), while uncomfortably 
delayed ejaculation occurred in five patients (8.3%) in 
Group A. These adverse effects were statistically 
significant. They may potentially be managed by reducing 
the silodosin dose to 2 mg; however, further clinical trials 
are required to evaluate the efficacy and safety of this 
approach. Reduced semen volume and delayed 
ejaculation have also been reported in previous studies, 
including that conducted by Sato and Otani.¹⁶

CONCLUSION

 We concluded that silodosin 4mg is significantly 
effective in the management of PE with negligible side 
effects. It is also suitable for those patients who cannot take 
dapoxetine due to its side effects. We recommend 

silodosin 4mg, two hours before sexual intercourse as it is 
safe, cheap, effective and easily available. However 
further multicenter trials are needed to further elucidate 
the role of 4mg silodosin especially with dose reduction to 
2mg.
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