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Pharmacologic Treatment of Premature Ejaculation (PE) 
Appendix 1-A. Evidence Tables: Fluoxetine treatment studies 
 
Reference* Study Population† Treatment Regimen Outcomes Comments 

n=26: age 27 (range, 21-36)  
With RE and without ED, substance abuse, 
infections, diabetes, thyroid disease, 
hypotension or loss of libido. Patients had 
normal psychiatric consultations. 

Fluoxetine 20 mg/day for 1 
week followed by 40 mg/day 
for 7 weeks 

Cured:    8 (30.8%) 
Improved: 11 (42.3%) 
Failure:    7 (26.9%) 
 
Side effects: 
Nausea    3 
Headache   1 
Insomnia   2 
Total pts with side effects: 6 

Atan, 2000 
(795257) 
Controlled Trial 
Turkey 
N=43 

n=17: age 31 (range,19-48)  
With PE and without ED, substance abuse, 
infections, diabetes, thyroid disease, hypo 
tension or loss of libido. Patients had normal 
psychiatric consultations. 

Fluoxetine 20 mg/day and 
local application of lidocaine 
ointment to the glans 20 min. 
prior to intercourse. 

Cured:    9 (52.9%) 
Improved:   5 (29.4%) 
Failure:    3 (17.6%) 
 
Side effects: 
Nausea    1 
Headache   4 
Insomnia   0 
Total pts with side effects: 5 

There is no indication of 
randomization in the article. 

n=9: age 41.9±4.6 (range, 26-64) 
Patients with premature ejaculation 
BL: 73±22 sec 

Latency increase with 
fluoxetine 190% (CI: 80-450%; 
p=.13) but combined groups 1 
and 3 reached sig. (p=.007) 
6/7 pts increased latency with 
fluoxetine 1/7 decreased 
latency 
 

Haensel, 1998  
(900017) 
Crossover 
RCT 
Netherlands 
N=40 

n=7: age 54.6±3.7(range, 40-70) 
Patients with erectile dysfunction 
BL: 360±91 sec 

Treatments included placebo 
or fluoxetine (5 mg/day for 
two weeks followed by 
10mg/day for two weeks). All 
patients had both treatments 
in a random order. Each 
treatment lasted 4 weeks 
with a 4-week washout in 
between.  4/6 pts. decreased latency 

with fluoxetine, 1/6 increased 
and 1/6 inability to ejaculate 

All patients received both 
therapies.  Groups were 
significantly different (p<.01) 
on age, Zung depression 
scale, erectile function, and 
pretreatment latency.  
Treatment dose is much 
less than other fluoxetine 
studies. Article also has 
data on response erotic 
stimuli with and without 
vibratory stimulus.  
 

*Author, year/(Procite number)/Study Design/Location/N=Total patients 
†age=mean±standard deviation in years       
BL=baseline latency; RCT=randomized controlled trial 
CI = confidence interval 
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Pharmacologic Treatment of Premature Ejaculation (PE) 
Appendix 1-A. Evidence Tables: Fluoxetine treatment studies 
 
Reference* Study Population† Treatment Regimen Outcomes Comments 

n=9: age 51.2±2.7(range, 41-65) 
Patients with premature ejaculation and 
erectile dysfunction 
BL: 89±22 sec 

Significant increase in latency 
with fluoxetine over placebo 
(p=.03) 
6/8 increased latency with 
fluoxetine 
1/8 decreased 
1/8 unchanged 

Haensel, cont. 

n=15: age 41.3±2.0 
Normal controls  
BL:  535±116 sec 
 

 

7/15 increased latency with 
fluoxetine, 8/15 decreased 
latency 

Side effects of fluoxetine: 
Dry mouth   3  
Incr. Libido   2  
Loose stools   2  
Slight palpitations  1  
Penile pain   1  
Dizziness   1  
Altered sleep   2  
Sweating   1   
 
Side effects of placebo: 
Increased libido  1 
Decreased libido 1  
Burning on micturation  1 
Change in stools  1 

All patients married age 15-50, ½ of whom 
had latencies (average of 3) < 2 min 
 
n=7 (Initially n=9, but 2 discontinued due to 
side effects) 

Fluoxetine 20 mg/day for 1 
week 
Fluoxetine 40 mg/day 
thereafter 

Initial latency: 25±12.6 sec 
4 wk latency: 180±99.5 sec 
 
Side effects: 
Headache 1 
(discontinued) 
Nausea  2 
Insomnia 1 
(discontinued) 

Kara, 1996 
(12110) 
RCT 
Turkey 
N=40 

All patients married age 15-50, ½ of whom 
had latencies (average of 3) < 2 min. 
 
n =7  (Initially n=8, but 1 dropped from 
efficacy analysis for not following directions) 

Placebo 1 tablet/day for 1 
week 
2 tablets/day thereafter 

Initial latency: 30±8.6 sec 
4 wk latency:  60±46.9 

Article gives patient ages, 
spouse ages, and length of 
marriage by groups.  
Change in latency status 
significant for fluoxetine but 
not for controls. 

*Author, year/(Procite number)/Study Design/Location/N=Total patients 
†age=mean±standard deviation in years       
BL=baseline latency; RCT=randomized controlled trial 
CI = confidence interval 
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Pharmacologic Treatment of Premature Ejaculation (PE) 
Appendix 1-A. Evidence Tables: Fluoxetine treatment studies 
 
Reference* Study Population† Treatment Regimen Outcomes Comments 

Kim, 1998  
(12047) 
Crossover 
RCT 
Korea 
N=53 

Baseline – no treatment Latency: 46±41 sec 
 
Patient Satisfaction: 
Satisfied 0% 
Moderate 0% 
Dissatisfied 100% 
 
Partner Satisfaction: 
Satisfied 0% 
Moderate 22.2% 
Dissatisfied 77.8% 
 

 

n=37: age 44 (range, 30-60) 
53 heterosexual patients enrolled; 37 
completed the study.   
 
Reasons for withdrawal: loss to follow-up 
(5), no efficacy (fluoxetine 3, sertraline 1, 
placebo 1) and no efficacy plus side effects 
(clomipramine 1). One patient was excluded 
from analysis because of delayed (>30 min) 
ejaculation with sertraline or clomipramine. 

Placebo 1 capsule/day first 
week and 2/day thereafter 

Latency: 2.27±3.78 min 
 
Patient Satisfaction: 
Satisfied 19.4%  
Moderate 27.8% 
Dissatisfied 52.8% 
 
Partner Satisfaction: 
Satisfied 11.1%  
Moderate 36.1% 
Dissatisfied 52.8% 
 
Side effects: 
Drowsiness  2 
Dry mouth  0 
Reduced Potency 3 
Nausea   1 
Vomiting  0 
Other   3 
 
Total pts with side effects: 7 

Article gives patient ages, 
spouse ages, and length of 
marriage by groups.  
Change in latency status 
significant for fluoxetine but 
not for controls. All patients 
received each therapy and 
placebo for 4 weeks with a 
4-week washout between 
therapies. Order of 
administration was 
randomized. 

*Author, year/(Procite number)/Study Design/Location/N=Total patients 
†age=mean±standard deviation in years       
BL=baseline latency; RCT=randomized controlled trial 
CI = confidence interval 
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Pharmacologic Treatment of Premature Ejaculation (PE) 
Appendix 1-A. Evidence Tables: Fluoxetine treatment studies 
 
Reference* Study Population† Treatment Regimen Outcomes Comments 

Kim, cont.  Clomipramine 25 mg/day for 
first week, 50 mg/day 
thereafter 
 

Latency:  5.75±6.68 min 
 
Patient Satisfaction: 
Satisfied 25.0%  
Moderate 38.9% 
Dissatisfied 36.1% 
 
Partner Satisfaction: 
Satisfied 19.4%  
Moderate 38.9% 
Dissatisfied 41.7% 
 
Side effects: 
Drowsiness  6 
Dry mouth  2 
Reduced Potency 3 
Nausea   4 
Vomiting  0 
Other   3 
 
Total pts with side effects: 13 

 

*Author, year/(Procite number)/Study Design/Location/N=Total patients 
†age=mean±standard deviation in years       
BL=baseline latency; RCT=randomized controlled trial 
CI = confidence interval 
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Pharmacologic Treatment of Premature Ejaculation (PE) 
Appendix 1-A. Evidence Tables: Fluoxetine treatment studies 
 
Reference* Study Population† Treatment Regimen Outcomes Comments 

Kim, cont.  Fluoxetine 20 mg/day for 
first week, 40 mg/day 
thereafter 

Latency:  2.30±2.08 min 
 
Patient Satisfaction: 
Satisfied 25.0% 
Moderate 38.9% 
Dissatisfied 36.1% 
 
Partner Satisfaction: 
Satisfied 19.4% 
Moderate 38.9% 
Dissatisfied 41.7% 
 
Side effects: 
Drowsiness  6 
Dry mouth  2 
Reduced Potency 3 
Nausea   4 
Vomiting  0 
Other   3 
 
Total pts with side effects: 13 

 

*Author, year/(Procite number)/Study Design/Location/N=Total patients 
†age=mean±standard deviation in years       
BL=baseline latency; RCT=randomized controlled trial 
CI = confidence interval 
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Pharmacologic Treatment of Premature Ejaculation (PE) 
Appendix 1-A. Evidence Tables: Fluoxetine treatment studies 
 
Reference* Study Population† Treatment Regimen Outcomes Comments 

Kim, cont.  Sertraline  50 mg/day for first 
week, 100 mg/day thereafter 

Latency: 4.27±5.69 min 
 
Patient Satisfaction: 
Satisfied 41.7% 
Moderate 36.1% 
Dissatisfied 22.2% 
 
Partner Satisfaction: 
Satisfied 30.6% 
Moderate 38.9% 
Dissatisfied 30.6% 
 
Side effects: 
Drowsiness  7 
Dry mouth  4 
Reduced Potency 3 
Nausea   2 
Vomitting  0 
Other   0 
Total pts with side effects: 12 

 

Lee, 1996 
(12112) 
CS 
Korea 
N=11 
 

11 pts with stable hetero-sexual 
relationships meeting DSM III-R 
requirements for PE.  14 pts originally 
recruited with 3 drop outs not analyzed (2 
from car wreck, 1 for non-compliance). 
Mean age 39.6±10.4 (range, 24-62). 
Duration of illness 12.9±7.8 (3-24) 

Baseline – no treatment Median latency: 
Pre treatment .91±.050 min 
 
YSFI II Scale: 
Sexual des.  40±24   
Erect. Qual.  29±33   
Anx. For RE  70±27   
Ejac. Satis.  45±29   
Partn. Ejac. Sat. 25±18   
Overall Sex sat.  46±17   
Partn. Ovr. Sat.   24±17 

It appears that patient is 
assessing partner 
satisfaction on this scale 

*Author, year/(Procite number)/Study Design/Location/N=Total patients 
†age=mean±standard deviation in years       
BL=baseline latency; RCT=randomized controlled trial 
CI = confidence interval 
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Pharmacologic Treatment of Premature Ejaculation (PE) 
Appendix 1-A. Evidence Tables: Fluoxetine treatment studies 
 
Reference* Study Population† Treatment Regimen Outcomes Comments 

Lee, cont.  2 wk washout followed by 
fluoxetine 20mg/day for 1-2 
weeks titrated to 60mg/day 
based on tolerance. 8 week 
total trial 

Median latency: 
Post-treatment 9.64±7.0 min 
 
YSFI II Scale:  
Sexual des. 55±21* 
Erect. Qual. 35±30 
Anx. For RE 52±24* 
Ejac. Satis. 65±18 
Partn.Ejac.Sat. 54±17* 
Overall sex sat. 64±19 
Partn. Ovr. Sat. 53±13* 
*P<.05 
 
Side effects:  
Nausea and other GI 4 
Extremity tingling 1 
Dizziness  1 
All side effects disappeared in 
2-3 weeks after treatment 
ceased. 

 

Murat Basar, 
1999  
(12003) 
RCT 
Turkey 
N=57 

n=26: age 27±1.1 (range, 21-36)  
Exclusion criteria: loss of libido; erection 
failure; alcohol or substance abuse; mental 
retardation; thyroid disease orthostatic 
hypotension; previous use of drugs for PE; 
recent myocardial infarction, uncontrolled 
diabetes, urogenic infections 
 

Fluoxetine 20 mg/day for 1 
week, 40 mg/day later 
 

Cured    8 (30.8%) 
Improved 11 (42.3%) 
Failure    7 (29.6%) 
 
Side effects: 
Nausea    3 
Headache   1 
Insomnia   2 

Cured and improved not 
defined. Authors concluded 
no significant difference 
between the two treatments. 

*Author, year/(Procite number)/Study Design/Location/N=Total patients 
†age=mean±standard deviation in years       
BL=baseline latency; RCT=randomized controlled trial 
CI = confidence interval 
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Pharmacologic Treatment of Premature Ejaculation (PE) 
Appendix 1-A. Evidence Tables: Fluoxetine treatment studies 
 
Reference* Study Population† Treatment Regimen Outcomes Comments 

Murat Basar, 
cont. 

n=31: age 34±1.7 (range, 21-45) 
Same exclusion criteria as above. 

Sertraline 50 mg/day Cured  12 (38.78%) 
Improved 10 (32.3%) 
Failure    9  (29.0%) 
 
Side effects: 
Nausea    2 
Mouth dryness   6 

 

Raju, 1997 
(500001) 
Letter-CS 
India 
N=44 

N=44; age 31±6; without clinically 
detectable organic etiology, and ejaculation 
prior to intromission or within 10-20 strokes, 
usually less than 1 min 

 Total GRISS score 
Before    10.7±4 
After        3.2±2 
Side effects included glossitis, 
vague headache, and lack of 
concentration 

The scale used is not clear 
since the article describes a 
0-5 point scale, but reports 
larger values. No numbers 
given for complications 

Waldinger, 
1998  
(12044a) 
RCT 
Netherlands 
N=51  

After prescreening exclusions, 60 patients  
enrolled; 51 completed the study; 6 
withdrew due to adverse events and 3 for 
lack of efficacy 

 

 n=10: age 38±7, partner age 36±7 
BL: 21±12 sec 

Fluoxetine 20 mg/day Latency at 6 weeks:
 211±251 sec 
Absolute change:
 189±244 sec 

 n=10: age 44±10, partner age 43±10 
BL: 15±17 sec 

Fluvoxamine 100 mg/day 
 

Latency at 6 weeks: 
 55±70 sec 
Absolute change: 
 42±57 sec 

 n=11: age 41±8, partner age 39±8 
BL: 16±10 sec 

Paroxetine 20 mg/day Latency at 6 weeks:
 476±1146 sec 
Absolute change:
 458±1142 sec 

 
This article describes two 
RCTs, the first of which is a 
5-arm study.  6-week data 
are recorded here; graphs 
of intermediate results are 
presented in the paper. 

*Author, year/(Procite number)/Study Design/Location/N=Total patients 
†age=mean±standard deviation in years       
BL=baseline latency; RCT=randomized controlled trial 
CI = confidence interval 
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Pharmacologic Treatment of Premature Ejaculation (PE) 
Appendix 1-A. Evidence Tables: Fluoxetine treatment studies 
 
Reference* Study Population† Treatment Regimen Outcomes Comments 

Waldinger, 
cont. 

n=11: age 40±9, partner age 38±10 
BL: 21±12 sec 

Sertraline 50 mg/day Latency at 6 weeks:
 117±87 sec 
Absolute change: 
 96±84 sec 

 n=9: age 45±4, partner age 41±5 
BL: 19±15 sec 

Placebo Latency at 6 weeks: 
 29±25 sec 
Absolute change: 
 10±18 sec 

 

n=20: age 37.3 (range, 24-58) Fluoxetine 20 mg/day for 1 
month 

Latency:    
Pre 1.2±1.0 min 
Post 6.6±7.7 min 

Yilmaz, 1999 
(12032) 
RCT 
Turkey 
N=40  

n=20: age 36.5 (range, 22-56) 
 

Placebo Latency: 
Pre 1.1±1.3 min 
Post 4.8±1.0 min 

40 of 48 patients enrolled. 
Latency was average 
reported by patient and not 
verified. Study also reports 
data on penile sensory 
thresholds. 

 

*Author, year/(Procite number)/Study Design/Location/N=Total patients 
†age=mean±standard deviation in years       
BL=baseline latency; RCT=randomized controlled trial 
CI = confidence interval 
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Pharmacologic Treatment of Premature Ejaculation (PE) 
Appendix 1-B. Evidence Tables: Paroxetine treatment studies 
 
Reference* Study Population† Treatment Regimen Outcomes Comments 
Abdel-Hamid, 
2001 
(700014) 
Crossover RCT 
Egypt 
N=51 

n=31: age 34.09±4.29 (range, 27-42) 
Heterosexual, married at least 1 year, with 
primary PE and willing to have intercourse 
twice a week. Patients did not have history 
of psychiatric illness, current physical illness, 
previous surgery or drug known to affect 
sexual function, current substance abuse, or 
ED. 
Patients each received each of 5 treatments 
for 4 weeks separated by 2-week washout 
periods. The treatments were ordered 
randomly in a double blind manner.  
 
BL (med.): 1(0.5-1.5) min 
Baseline anxiety (med.): 12 (5-25)  

Clomipramine 25 mg, 3-5 hrs 
before planned coitus and 
not more than twice/week 

Results at 4 weeks: 
Median latency  
 4 (1-8) min 
Median anxiety score 
 11 (4-22) min 
Median sexual satisfaction 
score 11 (0-25) min 
 
2 patients dropped out for lack 
of efficacy and 1 for side 
effects and lack of efficacy. 
 
Side effects: 
Dry mouth  3 
Anorexia  0 
Nausea   1 
Headache  0 
Flushing  0 
Drowsiness  1 
Sleepiness  2 
Nasal congestion 0 
Yawning   0 
Total patients with side effects:
   7/28 

Study also included a 
normal control group of 20 
patients who were not 
treated but supplied anxiety 
scores of 3.7±2.7 (range 1-
9) vs. 12.7±5.8 (range 5-
25) for the PE subjects. 
 
Study contains blinding 
problems because the 
Masters and Johnson 
pause squeeze technique 
cannot be blinded. 
 

*Author, year/(Procite number)/Study Design/Location/N=Total patients 
†age=mean±standard deviation in years       
BL=baseline latency ; RCT=randomized controlled trial 
CI = confidence interval 
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Pharmacologic Treatment of Premature Ejaculation (PE) 
Appendix 1-B. Evidence Tables: Paroxetine treatment studies 
 
Reference* Study Population† Treatment Regimen Outcomes Comments 
Abdel-Hamid, 
cont. 

 Paroxetine 20 mg, 3-5 hrs 
before planned coitus and 
not more than twice/week 

Results at 4 weeks: 
Median latency  
 4(2-10) min 
Median anxiety score 
 9(5-23) min 
Median sexual satisfaction 
score 12(0-29) min 
 
2 patients dropped out for lack 
of efficacy. 
 
Side effects: 
Dry mouth  2 
Anorexia  0 
Nausea   1 
Headache  0 
Flushing  0 
Drowsiness  0 
Sleepiness  0 
Nasal congestion 0 
Yawning   2 
Total patients with side effects:
   5/29 

 

*Author, year/(Procite number)/Study Design/Location/N=Total patients 
†age=mean±standard deviation in years       
BL=baseline latency ; RCT=randomized controlled trial 
CI = confidence interval 

Copyright © 2003 American Urological Association Education and Research, Inc.®	            	                                                                                                                             Appendix 1-11



Pharmacologic Treatment of Premature Ejaculation (PE) 
Appendix 1-B. Evidence Tables: Paroxetine treatment studies 
 
Reference* Study Population† Treatment Regimen Outcomes Comments 
Abdel-Hamid, 
cont. 

 Sertraline 50 mg, 3-5 hrs 
before planned coitus and 
not more than twice/week 

Results at 4 weeks: 
Median latency  
 3(1-10) min 
Median anxiety score 
 11(5-22) min 
Median sexual satisfaction 
score 10(0-31) min 
 
2 patients dropped out for lack 
of efficacy. 
 
Side effects: 
Dry mouth  0 
Anorexia  1 
Nausea   1 
Headache  0 
Flushing  0 
Drowsiness  1 
Sleepiness  0 
Nasal congestion 0 
Yawning   0 
Total patients with side effects:
   3/29 

 

*Author, year/(Procite number)/Study Design/Location/N=Total patients 
†age=mean±standard deviation in years       
BL=baseline latency ; RCT=randomized controlled trial 
CI = confidence interval 
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Pharmacologic Treatment of Premature Ejaculation (PE) 
Appendix 1-B. Evidence Tables: Paroxetine treatment studies 
 
Reference* Study Population† Treatment Regimen Outcomes Comments 
Abdel-Hamid, 
cont. 

Sildenafil 50 mg, 3-5 hrs 
before planned coitus and 
not more than twice/week 

Results at 4 weeks: 
Median latency  
 15(5-30) min 
Median anxiety score 
 8(4-15) min 
Median sexual satisfaction 
score 30(17-34) min 
 
2 patients dropped out for side 
effects. 
 
Side effects: 
Dry mouth  0 
Anorexia  0 
Nausea   0 
Headache  2 
Flushing  2 
Drowsiness  0 
Sleepiness  0 
Nasal congestion 1 
Yawning   0 
Total patients with side effects:
    5/28 

 

 

Masters and Johnson pause 
squeeze technique 
 

Results at 4 weeks: 
Median latency  
 3(1-7) min 
Median anxiety score 
 12(5-21) min  
Median sexual satisfaction 
score 6(0-22) min 
 
2 patients dropped out for lack 
of efficacy. 

 

*Author, year/(Procite number)/Study Design/Location/N=Total patients 
†age=mean±standard deviation in years       
BL=baseline latency ; RCT=randomized controlled trial 
CI = confidence interval 
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Pharmacologic Treatment of Premature Ejaculation (PE) 
Appendix 1-B. Evidence Tables: Paroxetine treatment studies 
 
Reference* Study Population† Treatment Regimen Outcomes Comments 
Ludovico, 1996  
(12118) 
CS 
Italy 
N=32 

n=32: mean age 28 
BL: < 1 min 
(14 ejaculated before penetration) 

Paroxetine 20 mg/day for two 
months. 

Latency: 15-20 min 
 
Side effects: 
Severe sensory confusion 
 1 (withdrew) 
Sleepiness   
 14 
Mild sensory confusion  
 21 
 
Side effects disappeared after 
15-20 days.  
 
PE recurred in 28 patients 2-3 
weeks after cessation of 
therapy. 

This is a prospective 
clinical series.  No detailed 
data given. 

McMahon, 
1999 
(12005) 
CS  
Australia 
N=94 

n=94 
Heterosexual patients in stable relationships 
with no other sexual disorders. 
BL: < 1 min 
 
Group A: n=61: age 40 (range, 22-61) 
Mean latency 0.4 min, 37 with lifelong PE, 6 
severe (never had intravaginal ejaculation) 
 
Group B: n=33: age 37 (range, 18-56) 
Mean latency 0.4 min, 18 with lifelong PE, 4 
severe 

Group A, Phase 1: 
Paroxetine 20 mg/day for 4 
weeks. 
 

Latency 4.5 min 
 
Side effects: 
Anejaculation   5 
(1 withdrawal) 
Drowsiness & anorexia  1 
Minor GI upset   2 
Reduced libido  3 
Inhibited orgasm 3 
 
Ejaculation restored for 
anejaculation patients with 
lower dose. 

Also data on frequency of 
intercourse. 
 

*Author, year/(Procite number)/Study Design/Location/N=Total patients 
†age=mean±standard deviation in years       
BL=baseline latency ; RCT=randomized controlled trial 
CI = confidence interval 
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Pharmacologic Treatment of Premature Ejaculation (PE) 
Appendix 1-B. Evidence Tables: Paroxetine treatment studies 
 
Reference* Study Population† Treatment Regimen Outcomes Comments 
McMahon, 
cont. 

Group A, Phase 2: 
Paroxetine 20 mg single 
dose 3-4 hrs before 
intercourse (Phase II for 
Group A patients with 
success in Phase I above) 
for 4 weeks  

Latency 3.9 min 
 
No side effects 
 

 

  

Group B: Paroxetine 20 mg 
single dose 3-4 hrs before 
intercourse for 4 weeks 

Latency 1.5 min 
 
No side effects 

Paroxetine 20 mg, 3-4 hrs 
before intercourse for 4 
weeks. 3-week washout 
followed by placebo 3-4 hrs 
before intercourse for 4 
weeks. 

Pretreatment latency
 0.3min 
Paroxetine latency at 4 weeks
 3.2 min 
Placebo latency at 4 weeks
 0.45 min 
No side effects with either pill. 

McMahon, 
1999  
(12020a) 
Crossover RCT 
Australia 
N=26 

n=26: mean age 39.5 
19 patients with primary PE, 3 never 
ejaculated vaginally. 
Average latency = 0.3 min 
The two groups each had 13 patients. 

Placebo, 3-4 hrs before 
intercourse for 4 weeks. 3-
week washout followed by 
paroxetine 20 mg 3-4 hrs 
before intercourse for 4 
weeks. 

Pretreatment latency 
 0.3 min 
Placebo latency at 4 weeks
 0.6 min 
Paroxetine latency at 4 weeks
 3.5 min 
No side effects with either pill. 

First of two studies in one 
article.  Study is single 
blind only. Also data on 
intercourse frequency. 

*Author, year/(Procite number)/Study Design/Location/N=Total patients 
†age=mean±standard deviation in years       
BL=baseline latency ; RCT=randomized controlled trial 
CI = confidence interval 
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Pharmacologic Treatment of Premature Ejaculation (PE) 
Appendix 1-B. Evidence Tables: Paroxetine treatment studies 
 
Reference* Study Population† Treatment Regimen Outcomes Comments 

Paroxetine 10 mg/day for 3 
weeks, followed by 
paroxetine 20 mg 3-4 hrs 
before intercourse for 4 
weeks, followed by 3-week 
washout, then placebo daily 
for 3 weeks followed by 
placebo 3-4 hrs before 
intercourse for 4 weeks. 

BL: 0.5 min 
 
Results at the end of each 
section: 
Paroxetine daily latency  
 4.3 min 
Paroxetine PRN latency 
 5.8 min 
Placebo daily latency      
 0.9 min 
Placebo PRN latency        
 0.6 min 

McMahon, 
1999  
(12020b)  
Crossover RCT 
Australia 
N=42 

n=42: mean age 40.5 
32 patients with primary PE, 10 never 
ejaculated vaginally.  
Average latency 0.5 min  
The two groups each had 21 patients. 

Placebo daily for 3 weeks, 
then placebo 3-4 hrs before 
intercourse for 4 weeks. 3-
week washout followed by 
paroxetine 10 mg/day for 3 
weeks followed by 
paroxetine 20 mg 3-4 hrs 
before intercourse for 4 
weeks 

BL: 0.5 min 
 
Results at the end of each 
section: 
Paroxetine daily latency  
 3.3 min 
Paroxetine PRN latency  
 6.1 min 
Placebo daily latency       
 0.8 min 
Placebo PRN latency         
 1.1 min 

Second of two studies in 
one article.  Study is single 
blind only.  
 
Side effects were not listed 
by group and were as 
follows: 
Paroxetine Daily: 
Anorexia   1 
Anejaculation  3 
GI upset  3 
Reduced libido  2 
 
Placebo Daily: 
Erectile dysfunction 2 
 
Placebo PRN: 
Headache  1 

*Author, year/(Procite number)/Study Design/Location/N=Total patients 
†age=mean±standard deviation in years       
BL=baseline latency ; RCT=randomized controlled trial 
CI = confidence interval 
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Appendix 1-B. Evidence Tables: Paroxetine treatment studies 
 
Reference* Study Population† Treatment Regimen Outcomes Comments 

N=40; mean age 34 (range, 19-46); primary 
PE 29, secondary PE 11, never ejaculated 
vaginally 8 

10 mg/day paroxetine for 21 
days, followed by 20 mg 3-4 
hrs before intercourse for 6 
months 

Latency: 
  Baseline .33±.04 
  3 mo  3.7±..10 
  6 mo  4.2±.03 
 
Side effects: 
  Anejaculation  1/40 
  GI upset/nausea 5/40 
  Headache  4/40 
  Decr. Libido  2/40 
  Flushing  0/40 

Salonia, 2002 
(500005) 
CT 
Italy 
N=80 

N=40; mean age 36 (range 21-47); primary 
PE 33, secondary PE 7, never ejaculated 
vaginally 12 

10 mg/day paroxetine for 21 
days, followed by 20 mg 3-4 
hrs plus 50 mg sildenafil 
before intercourse for 6 
months 

Latency: 
  Baseline .35±.05 
  3 mo  4.5±..07 
  6 mo  5.3±.02 
 
Side effects: 
  Anejaculation  1/40 
  GI upset/nausea 6/40 
  Headache  8/40 
  Decr. Libido  1/40 
  Flushing  6/40 

Analysis of IIEF data 
showed significant 
differences at 6 months 
only in intercourse 
satisfaction and overall 
satisfaction. 

Waldinger, 
2001  
(795220) 
RCT 
Netherlands 
N=30 

n=15: age 38±11  
Married or in a relationship for 15±10 years 
BL: 22±15 sec 

Paroxetine 20 mg/day for 6 
weeks 

Geometric mean latency by 
week (sec): 
0   17.58 
1   34.17 
2   57.27 
3 116.00 
4 141.16 
5 170.50 
6 152.28 
 

Randomized blinded 
controlled trial of a 
superselective SSRI vs. 
paroxetine. Also data on 
intercourse frequency, 
which rose with paroxetine 
and fell with citalopram. 

*Author, year/(Procite number)/Study Design/Location/N=Total patients 
†age=mean±standard deviation in years       
BL=baseline latency ; RCT=randomized controlled trial 
CI = confidence interval 
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Appendix 1-B. Evidence Tables: Paroxetine treatment studies 
 
Reference* Study Population† Treatment Regimen Outcomes Comments 
Waldinger, 
cont. 

n=15: age 39±8  
Married or in a relationship for 24±10 years 
BL: 24±10 sec 

Citalopram 20 mg/day for 6 
weeks 

Geometric mean latency by 
week (sec): 
0 20.68 
1 33.80 
2 43.30 
3 40.44 
4 33.07 
5 44.21 
6 42.82 

 

n=12: age 38±10 
Married for 15±12 years with primary PE 
 

Placebo, morning and 
evening 

Geometric mean latency by 
week (sec): 
0 15.1 
1 20.8 
2 19.3 
3 19.1 
4 23.6 
5 18.8 
6 18.1 

Waldinger, 
2001  
(795222) 
RCT 
Netherlands 
N=48 

n=12: age 40±7 
Married for 17±7 years with primary PE 

Paroxetine 20 mg/day, 
morning and evening 

Geometric mean latency by 
week (sec): 
0   17.1 
1   36.7 
2   71.1 
3 119.2 
4   88.3 
5 146.0 
6 107.9 

All patients had a 1-month 
baseline and were 
prohibited from using 
condoms or topical 
anesthetics through the 
study. Study was 
randomized and blinded. 
Patients used stopwatches 
to measure latency. 

*Author, year/(Procite number)/Study Design/Location/N=Total patients 
†age=mean±standard deviation in years       
BL=baseline latency ; RCT=randomized controlled trial 
CI = confidence interval 

Copyright © 2003 American Urological Association Education and Research, Inc.®	            	                                                                                                                             Appendix 1-18



Pharmacologic Treatment of Premature Ejaculation (PE) 
Appendix 1-B. Evidence Tables: Paroxetine treatment studies 
 
Reference* Study Population† Treatment Regimen Outcomes Comments 

n=12: age 41±9 
Married for 15±9 years with primary PE 

Sertraline 50 mg/day, 
morning and evening 

Geometric mean latency by 
week (sec): 
0 13.9 
1 25.2 
2 38.6 
3 33.8 
4 42.7 
5 58.1 
6 50.3 

Waldinger, 
cont. 

n=12: age 35±6 
Married or in a relationship for 12±8 years 
with primary PE 
 

Nefazodone 400 mg/day, 
morning and evening 

Geometric mean latency by 
week (sec): 
0 16.8 
1 19.1 
2 14.2 
3 25.6 
4 28.4 
5 15.6 
6 17.9 

 

After prescreening exclusions, 60 patients 
enrolled; 51 completed the study; 6 withdrew 
due to adverse events and 3 for lack of 
efficacy 

 Waldinger, 
1998  
(12044a) 
RCT 
Netherlands 
N=51 

n=10: age 38±7, partner age 36±7 
BL: 21±12 sec 

Fluoxetine 20 mg/day Latency at 6 weeks:
 211±251 sec 
Absolute change:
 189±244 sec 

n=10: age 44±10, partner age 43±10 
BL: 15±17 sec 

Fluvoxamine 100 mg/day 
 

Latency at 6 weeks: 
 55±70 sec 
Absolute change: 
 42±57 sec 

 

n=11: age 41±8, partner age 39±8 
BL: 16±10 sec 

Paroxetine 20 mg/day Latency at 6 weeks:
 476±1146 sec 
Absolute change:
 458±1142 sec 

This article describes two 
RCTs, the first of which is a 
5-arm study.  6-week data 
are recorded here; graphs 
of intermediate results are 
presented in the paper. 

*Author, year/(Procite number)/Study Design/Location/N=Total patients 
†age=mean±standard deviation in years       
BL=baseline latency ; RCT=randomized controlled trial 
CI = confidence interval 
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Reference* Study Population† Treatment Regimen Outcomes Comments 

n=11: age 40±9, partner age 38±10 
BL: 21±12 sec 

Sertraline 50 mg/day Latency at 6 weeks:
 117±87 sec 
Absolute change: 
 96±84 sec 

Waldinger, 
cont. 

n=9: age 45±4, partner age 41±5 
BL: 19±15 sec 

Placebo Latency at 6 weeks: 
 29±25 sec 
Absolute change: 
 10±18 sec 

 

n=24 with latency ≤ 1min: age 46±6  
(range, 31-45) 
BL: 18±13 sec 
(range, 1-46) 

12 randomized to paroxetine 
20 mg/day and 12 to placebo  
 
1 paroxetine and 3 placebo 
patients dropped out 

Paroxetine treated latency 
increased 580% (CI 314-
1025%).  
 
No statistically significant 
increase in placebo group. 

Waldinger, 
1998  
(12044b) 
RCT 
Netherlands 
N=32 

n=8 with latency > 1 min: age 47±3  
(range 43-53) 
BL: 82±27 sec  
(range, 57-130) 

5 patients randomized to 
paroxetine 20 mg/day and 3 
to placebo 
 
1 placebo patient dropped 
out 

Paroxetine treated latency 
increased 596% (CI 225-
1388%). 
 
No significant increase in 
placebo group. 

Study notes paroxetine had 
no clinically significant 
effects on libido or erectile 
function and no statistically 
significant differences 
between paroxetine and 
placebo on other side 
effects (unspecified). 

*Author, year/(Procite number)/Study Design/Location/N=Total patients 
†age=mean±standard deviation in years       
BL=baseline latency ; RCT=randomized controlled trial 
CI = confidence interval 
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Reference* Study Population† Treatment Regimen Outcomes Comments 

n=17: age 44 (range, 23-57) 
All patients in stable heterosexual 
relationship with primary PE and no ED, 
substance or alcohol abuse, mental 
disorders, physical illnesses, use of 
medications, or history of sexual abuse of 
the patient or partner. SCL-90 depression 
and fear scores similar to normal population. 

Paroxetine 20 mg/day for 8 
weeks. 2 capsules/day (1 
placebo). 

BL:     13 
3 wk latency:  300 
8 wk latency:  300 
 
2 patients discontinued for  
anejaculation and frequent 
yawning. 1 patient 
discontinued 2nd pill (placebo) 
for yawning, perspiration, and 
fatigue. 
 
At 8 weeks, 6 patients still had 
yawning, perspiration, dry 
mouth, fatigue and/or nausea. 
One patient had slight 
reduction in erectile function at 
8 weeks. 

Waldinger, 
1997  
(12088) 
RCT 
Netherlands 
N=34 

n=17: age 43 (range 32-55) 
All patients in stable heterosexual 
relationship with primary PE and no ED, 
substance or alcohol abuse, mental 
disorders, physical illnesses, use of 
medications, or history of sexual abuse of 
the patient or partner.  SCL-90 depression 
and fear scores similar to normal population. 

Paroxetine 40 mg/day for 8 
weeks.  2 capsules/day both 
paroxetine. 

BL:     10 
3 wk latency:  240 
8 wk latency:  540 
 
4 patients discontinued 2nd 
capsule for anejaculation, 
yawning, fatigue and 
perspiration. One also 
experienced reduced libido 
and dry mouth. Reducing dose 
reduced symptoms. 
 
At 8 weeks 7 patients still had 
yawning, perspiration, dry 
mouth, fatigue and/or nausea. 

Study also contains partner 
data and estimates of 
latency, which matched the 
patients’ estimates.  
Latency estimates are 
medians not mean. 
Patients who dropped were 
not included in the latency 
results, but authors said 
including them did not 
change results. 

*Author, year/(Procite number)/Study Design/Location/N=Total patients 
†age=mean±standard deviation in years       
BL=baseline latency ; RCT=randomized controlled trial 
CI = confidence interval 
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Reference* Study Population† Treatment Regimen Outcomes Comments 

n=8: age 41 (range, 27-48) 
7 with primary PE and 1 with secondary. 2 
patients dropped out. One in the first week 
and one in the third because of latencies > 
30 min Reducing dose to 20 mg yielded 
latency of 7 min, but patient was excluded 
from analysis. 

Paroxetine 20 mg/day first 
week and 40 mg/day for 5 
more weeks. 

Latency – patient assessment: 
Initial 30 (3-4) sec 
3 wks 7.5 (3-20) min 
6 wks 10 (5-20) min 
 
Latency – partner assessment: 
Initial 10 (3-30) sec 
3 wks 8.5 (2-17.5) min 
6 wks 10.0 (5-17.5) min 

Waldinger, 
1994  
(12172) 
RCT 
Netherlands 
N=17 

n=9: age 38 (range, 30-47) 
7 with primary PE and 2 with secondary.  
One patient dropped out in the first week. 

Placebo, 1 capsule/day for 
first week and 2 per day for 5 
more weeks. 

Latency – patient assessment: 
Initial 15  (5-90) sec 
3 wks 20 (5-120) sec 
6 wks 15 (5-120) sec 
 
Latency – partner assessment: 
Initial 30 (5-90) sec 
3 wks 23 (5-60) sec 
6 wks 33 (10-90) sec 

Data on number of thrusts 
are also available in the 
study. Study stated there 
were no statistically 
significant differences in 
side effects at any time 
point. 

 

*Author, year/(Procite number)/Study Design/Location/N=Total patients 
†age=mean±standard deviation in years       
BL=baseline latency ; RCT=randomized controlled trial 
CI = confidence interval 
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Reference* Study Population† Treatment Regimen Outcomes Comments 
Abdel-Hamid, 
2001 
(700014) 
Crossover RCT 
Egypt 
N=51 

n=31: age 34.09±4.29 (range, 27-42) 
Heterosexual, married at least 1 year, with 
primary PE and willing to have intercourse 
twice a week. Patients did not have history 
of psychiatric illness, current physical illness, 
previous surgery or drug known to affect 
sexual function, current substance abuse, or 
ED. 
Patients each received each of 5 treatments 
for 4 weeks separated by 2-week washout 
periods. The treatments were ordered 
randomly in a double blind manner.  
 
BL (med.):        1 (0.5-1.5) min 
Baseline anxiety (med.):     12 (5-25) min 

Clomipramine 25 mg, 3-5 hrs 
before planned coitus and 
not more than twice/week 

Results at 4 weeks: 
Median latency  
   4 (1-8) min 
Median anxiety score 
 11 (4-22) min 
Median sexual satisfaction 
score 11 (0-25) min 
 
2 patients dropped out for lack 
of efficacy and 1 for side 
effects and lack of efficacy. 
 
Side effects: 
Dry mouth  3 
Anorexia  0 
Nausea   1 
Headache  0 
Flushing  0 
Drowsiness  1 
Sleepiness  2 
Nasal congestion 0 
Yawning   0 
Total patients with side effects:
   7/28 

Study also included a 
normal control group of 20 
patients who were not 
treated but supplied anxiety 
scores of 3.7±2.7(range 1-
9) vs. 12.7±5.8 (range 5-
25) for the PE subjects. 
 
Study contains blinding 
problems because the 
Masters and Johnson 
pause squeeze technique 
cannot be blinded. 

*Author, year/(Procite number)/Study Design/Location/N=Total patients 
†age=mean±standard deviation in years       
BL=baseline latency ; RCT=randomized controlled trial 
CI = confidence interval 
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Reference* Study Population† Treatment Regimen Outcomes Comments 
Abdel-Hamid, 
cont. 

 Paroxetine 20 mg, 3-5 hrs 
before planned coitus and 
not more than twice/week 

Results at 4 weeks: 
Median latency  
   4 (2-10) min 
Median anxiety score 
   9 (5-23) min 
Median sexual satisfaction 
score 12 (0-29) min 
 
2 patients dropped out for lack 
of efficacy. 
 
Side effects: 
Dry mouth  2 
Anorexia  0 
Nausea   1 
Headache  0 
Flushing  0 
Drowsiness  0 
Sleepiness  0 
Nasal congestion 0 
Yawning   2 
Total patients with side effects:
   5/29 

 

*Author, year/(Procite number)/Study Design/Location/N=Total patients 
†age=mean±standard deviation in years       
BL=baseline latency ; RCT=randomized controlled trial 
CI = confidence interval 
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Reference* Study Population† Treatment Regimen Outcomes Comments 
Abdel-Hamid, 
cont. 

 Sertraline 50 mg, 3-5 hrs 
before planned coitus and 
not more than twice/week 

Results at 4 weeks: 
Median latency  
   3 (1-10) min 
Median anxiety score 
 11 (5-22) min 
Median sexual satisfaction 
score 10 (0-31) min 
 
2 patients dropped out for lack 
of efficacy. 
 
Side effects: 
Dry mouth  0 
Anorexia  1 
Nausea   1 
Headache  0 
Flushing  0 
Drowsiness  1 
Sleepiness  0 
Nasal congestion 0 
Yawning   0 
Total patients with side effects:
   3/29 

 

*Author, year/(Procite number)/Study Design/Location/N=Total patients 
†age=mean±standard deviation in years       
BL=baseline latency ; RCT=randomized controlled trial 
CI = confidence interval 
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Reference* Study Population† Treatment Regimen Outcomes Comments 
Abdel-Hamid, 
cont. 

Sildenafil 50 mg, 3-5 hrs 
before planned coitus and 
not more than twice/week 

Results at 4 weeks: 
Median latency  
 15 (5-30) 
Median anxiety score 
   8 (4-15) 
Median sexual satisfaction 
score 30 (17-34) 
 
2 patients dropped out for side 
effects. 
 
Side effects: 
Dry mouth  0 
Anorexia  0 
Nausea   0 
Headache  2 
Flushing  2 
Drowsiness  0 
Sleepiness  0 
Nasal congestion 1 
Yawning   0 
Total patients with side effects:
    5/28 

 

 

Masters and Johnson pause 
squeeze technique 
 

Results at 4 weeks: 
Median latency  
   3 (1-7) 
Median anxiety score 
 12 (5-21) 
Median sexual satisfaction 
score   6 (0-22) 
 
2 patients dropped out for lack 
of efficacy. 

 

*Author, year/(Procite number)/Study Design/Location/N=Total patients 
†age=mean±standard deviation in years       
BL=baseline latency ; RCT=randomized controlled trial 
CI = confidence interval 
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Reference* Study Population† Treatment Regimen Outcomes Comments 
Balbay, 1997 
(12063) 
CS 
N=22 

n=22: age 26-53 
With undefined PE.  
4 patients lost to follow-up. 

Oral sertraline 50 mg/day for 
2 weeks. 

Efficacy: 
Completely satisfied  
   14/16 

 

Study also has data on 
patient condition based on 
whether the patient was 
satisfied.  Minimal data are 
available – side effects not 
defined, efficacy measure 
soft and patient condition 
not well defined. 

Not completely satisfied 
     2/16
 
Side effects: 
Patients reported   5/18 
 
2 patients discontinued due to 
unspecified side effects 

n=26: age 27±1.1 (range, 21-36)  
Exclusion criteria: loss of libido; erection 
failure; alcohol or substance abuse; mental 
retardation; thyroid disease orthostatic 
hypotension; previous use of drugs for PE; 
recent myocardial infarction, uncontrolled 
diabetes, urogenic infections 

Fluoxetine 20 mg/day for 1 
week 
40 mg/day later 

Cured    8 (30.8%) 
Improved 11 (42.3%) 
Failure    7 (29.6%) 
 
Side effects: 
Nausea    3 
Headache   1 
Insomnia   2 

Basar, 1999  
(12003) 
RCT 
Turkey 
N=57 

n=31: age 34±1.7 (range, 21-45) 
Same exclusion criteria as above. 
 

Sertraline 50 mg/day 
 

Cured  12 (38.78%) 
Improved 10 (32.3%) 
Failure    9 (29.0%) 
 
Side effects: 
Nausea    2 
Mouth dryness   6 

Cured and improved not 
defined. Authors concluded 
no significant difference 
between the two 
treatments. 

*Author, year/(Procite number)/Study Design/Location/N=Total patients 
†age=mean±standard deviation in years       
BL=baseline latency ; RCT=randomized controlled trial 
CI = confidence interval 
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Reference* Study Population† Treatment Regimen Outcomes Comments 

Sertraline 50 mg/day for 4 
weeks, 
22 patients 

Latency: 
Initial    40.93±12.6 
Treated  325.4±261.7 
 
Side effects: 
Headache  6/22 
Sleepiness  6/22 
Diarrhea  3/22 
Dry mouth  2/22 
 
PE recurred in 19 patients 4 
weeks after cessation of 
treatment. 

Biri, 1998 
(12033) 
RCT 
Turkey 
N=37 

n=37: age 31.1 (range, 21-54)  
Patients with latencies < 1 min during 
previous 6 months.  
No impotence. 

Placebo for 4 weeks, 
15 patients 

Latency: 
Initial  43.53±20.2 
Treated  114.4±93.7 
 
Side effects: 
Headache  3/15 
Sleepiness  3/15 
Diarrhea  1/15 
Dry mouth  0/15 

 

*Author, year/(Procite number)/Study Design/Location/N=Total patients 
†age=mean±standard deviation in years       
BL=baseline latency ; RCT=randomized controlled trial 
CI = confidence interval 
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Reference* Study Population† Treatment Regimen Outcomes Comments 

N=52; without neurological disease or 
depression, with primary PE. 12 age 20-30, 
24 age 30-40, 14 age 40-50, 2 age 50-60. 

Latency (sec) 
Baseline    46 
6 months  247.2 
Treatment failures 3/52 
 
Sexual Satisfaction  
(mean of 5 pt scale) 
Baseline    .81 
6 months  2.21 
 
Side effects 
Dizziness  3/52 
Nausea   2/52 
Dry mouth  1/52 

Chia, 2002 
(500002) 
CS 
Singapore  
N=87 

N=35; without neurological disease or 
depression, with ED treated successfully 
with sildenafil. Pts with PE prior to ED 
excluded. 3 age 20-30, 13 age 30-40, 11 
age 40-50, 8 age 50-60. 

Sertraline 50 mg 4 hours 
prior to intercourse for 6 
months 

Latency (sec) 
Baseline    34.6 
6 months  111.6 
Treatment failures 7/35 
 
Sexual Satisfaction  
(mean of 5 pt scale) 
Baseline  .51 
6 months            1.17 
 
Side effects 
Dizziness  4/35 
Nausea   3/35 
Dry mouth  1/35 

 

*Author, year/(Procite number)/Study Design/Location/N=Total patients 
†age=mean±standard deviation in years       
BL=baseline latency ; RCT=randomized controlled trial 
CI = confidence interval 
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Reference* Study Population† Treatment Regimen Outcomes Comments 

Pretreatment Latency  23±19 sec  
Patient satisfaction (0-5)
  0.8±0.8 
Partner satisfaction 
  1.1±0.7 
 
Side effects not linked to dose 
schedule: 
Delayed ejaculation 1 
Fatigue   2 
Numbness in extremities
   1 
No withdrawals due to side 
effects. 

Sertraline 50 mg/day for 2 
weeks 

Latency  5.9±4.2 min 
Patient satisfaction (0-5)
  3.8±1.2 
Partner satisfaction 
  3.2±1.6 

Kim, 1999 
(12013) 
CS 
Korea 
N=24 

n=24: age 32.5 (range, 27-52)  
Patients with primary PE.  
Latency < 1 min at least 50% of time.  
Patients had one stable partner, were not 
receiving psychotropic medication, were not 
depressed, or did not have any other 
medical disease or symptoms.  
 
Reasons for withdrawal: 6 patients were 
excluded from efficacy analysis due to drop 
out (3 non-compliance, 2 unknown, 1 
intercurrent illness). 

Sertraline 50 mg at 5 pm on 
days when intercourse was 
anticipated (4-8 hrs before 
intercourse). Dose titrated up 
to 100 mg in 3rd week if 
needed.  Total of 4 or 6 
weeks (not clear). 

At 2 weeks: 
Latency  5.1±3.8 min 
Patient satisfaction (0-5)
  3.4±1.0 
Partner satisfaction 
  3.1±1.4 
 
At 4 weeks: 
Latency  4.5±2.7 min 
Pt. satisfaction (0-5) 
  3.2±0.7 
Partner satisfaction 
  3.3±1.2 

 

*Author, year/(Procite number)/Study Design/Location/N=Total patients 
†age=mean±standard deviation in years       
BL=baseline latency ; RCT=randomized controlled trial 
CI = confidence interval 
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Reference* Study Population† Treatment Regimen Outcomes Comments 
Kim, 1998  
(12047) 
Crossover RCT 
Korea 
N=53 

Baseline – no treatment Latency: 46±41 sec 
 
Patient Satisfaction: 
Satisfied     0% 
Moderate     0% 
Dissatisfied 100% 
 
Partner Satisfaction: 
Satisfied     0% 
Moderate 22.2% 
Dissatisfied 77.8% 

 

n=37: age 44 (range, 30-60).   
53 heterosexual patients enrolled; 37 
completed the study.   
 
Reasons for withdrawal: loss to follow-up (5), 
no efficacy (fluoxetine 3, sertraline 1, 
placebo 1) and no efficacy plus side effects 
(clomipramine 1). One patient was excluded 
from analysis because of delayed (> 30 min) 
ejaculation with sertraline or clomipramine. 

Placebo 1 capsule/day first 
week and 2/day thereafter. 

Latency: 2.27±3.78 min 
 
Patient Satisfaction: 
Satisfied 19.4%  
Moderate 27.8% 
Dissatisfied 52.8% 
 
Partner Satisfaction: 
Satisfied 11.1%  
Moderate 36.1% 
Dissatisfied 52.8% 
 
Side effects: 
Drowsiness  2 
Dry mouth  0 
Reduced Potency 3 
Nausea   1 
Vomiting  0 
Other   3 
 
Total pts with side effects: 7 

All patients received each 
therapy and placebo for 
four weeks with a 4-week 
washout between 
therapies. Order of 
administration was 
randomized. 
 

*Author, year/(Procite number)/Study Design/Location/N=Total patients 
†age=mean±standard deviation in years       
BL=baseline latency ; RCT=randomized controlled trial 
CI = confidence interval 
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Reference* Study Population† Treatment Regimen Outcomes Comments 
Kim, cont.  Clomipramine  25 mg/day for 

first week, 50 mg/day 
thereafter 

Latency:  5.75±6.68 min 
 
Patient Satisfaction: 
Satisfied 25.0%  
Moderate 38.9% 
Dissatisfied 36.1% 
 
Partner Satisfaction: 
Satisfied 19.4%  
Moderate 38.9% 
Dissatisfied 41.7% 
 
Side effects: 
Drowsiness  6 
Dry mouth  2 
Reduced Potency 3 
Nausea   4 
Vomiting  0 
Other   3 
 
Total pts with side effects: 13 

 

*Author, year/(Procite number)/Study Design/Location/N=Total patients 
†age=mean±standard deviation in years       
BL=baseline latency ; RCT=randomized controlled trial 
CI = confidence interval 
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Appendix 1-C. Evidence Tables: Sertraline treatment studies 
 
Reference* Study Population† Treatment Regimen Outcomes Comments 
Kim, cont.  Fluoxetine 20 mg/day for first 

week, 40 mg/day thereafter 
Latency:  2.30±2.08 min 
 
Patient Satisfaction: 
Satisfied 25.0% 
Moderate 38.9% 
Dissatisfied 36.1% 
 
Partner Satisfaction: 
Satisfied 19.4% 
Moderate 38.9% 
Dissatisfied 41.7% 
 
Side effects: 
Drowsiness  6 
Dry mouth  2 
Reduced Potency 3 
Nausea   4 
Vomiting  0 
Other   3 
 
Total pts with side effects: 13 

 

*Author, year/(Procite number)/Study Design/Location/N=Total patients 
†age=mean±standard deviation in years       
BL=baseline latency ; RCT=randomized controlled trial 
CI = confidence interval 
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Appendix 1-C. Evidence Tables: Sertraline treatment studies 
 
Reference* Study Population† Treatment Regimen Outcomes Comments 
Kim, cont.  Sertraline 50 mg/day for first 

week, 100 mg/day thereafter 
Latency: 4.27±5.69 min 
 
Patient Satisfaction: 
Satisfied 41.7% 
Moderate 36.1% 
Dissatisfied 22.2% 
 
Partner Satisfaction: 
Satisfied 30.6% 
Moderate 38.9% 
Dissatisfied 30.6% 
 
Side effects: 
Drowsiness  7 
Dry mouth  4 
Reduced Potency 3 
Nausea   2 
Vomitting  0 
 
Other   0 
Total pts with side effects: 12 

 

McMahon, 
1998 
(12057) 
Crossover RCT 
Australia 
N=37 

n=19: age 40  
Heterosexual in stable relationships without 
other sexual disorders or other physical or 
psychological ailments.  
BL: < 1 min 

Sertraline 50 mg/day for 4 
weeks, washout for 4 weeks, 
placebo for 4 weeks.  
Patients asked to not use 
condoms or anesthetics. 

Latency: 
Initial  0.3 min 
After sertraline 3.4 min 
After washout 0.6 min 
After placebo 0.5 min 
 
Frequency of intercourse: 
Initial   0.6/wk 

Single blind study. Overall 
patient age range (19-70).  
In patients who had not 
previously achieved intra-
vaginal ejaculation, 5/8 
achieved it for the first time 
with sertraline.  29/35 who 
completed the study 
continued sertraline open 
label after the study.  Stage 
withdrawal of the dru

After sertraline  3.3/wk 
After washout  1.6/wk 
After placebo  1.0/wk g 

*Author, year/(Procite number)/Study Design/Location/N=Total patients 
†age=mean±standard deviation in years       
BL=baseline latency ; RCT=randomized controlled trial 
CI = confidence interval 

Copyright © 2003 American Urological Association Education and Research, Inc.®	            	                                                                                                                             Appendix 1-34



Pharmacologic Treatment of Premature Ejaculation (PE) 
Appendix 1-C. Evidence Tables: Sertraline treatment studies 
 
Reference* Study Population† Treatment Regimen Outcomes Comments 
McMahon, 
cont. 

n=18: age 42 
Heterosexual in stable relationships without 
other sexual disorders or other physical or 
psychological ailments.  
BL: < 1 min 

Placebo for 4 weeks, 
washout for 4 weeks, 
sertraline 50 mg/day for 4 
weeks.  Patients asked to not 
use condoms or anesthetics. 

Latency: 
Initial  0.3 min 
After placebo 0.5 min 
After washout 0.5 min 
After sertraline 3.0 min 
 
Frequency of intercourse: 
Initial   0.4/wk 
After placebo  0.8/wk 
After washout  0.5/wk 
After sertraline  3.1/wk

every 4 weeks allowed 
20/29 to discontinue 
treatment after a mean of 
7.3 months and maintain 
ejaculatory control with 
mean latency of 4.1 
according to authors. 
 
Sertraline side effects: 
Anejaculation, withdrawal: 
   2 
Drowsiness, anorexia: 1 
GI upset:   2 
 
No ED, reduced libido, or 
reduced orgasmic intensity. 
One patient had minor ED 
on placebo. 

McMahon, 
1998 
(12037) 
CS 
Australia 
N=46 
 

n=46: age 42 (range, 22-63) 
All heterosexual in stable relationships with 
no other sexual disorders.  36 had primary 
PE and 10 had secondary.  6 men had 
severe PE, who had never achieved vaginal 
ejaculation.  Each patient received each 
dose for 3 weeks followed by a 3week 
washout period.  The doses were given in 
increasing order.  
BL: 1.0 min (range, 0 to 5 min).   

Setraline 25 mg/day for 3 
weeks. 

Latency:   
7.6 (0-20) min 
 
Anejaculation:  0 
 
Intravaginal ejaculation in 4/6 
severe cases 
 
Adverse events: 
Anorexia  0 
Anxiety   0 
Dizziness  1 
Drowsiness  0 
Dyspepsia  0 
Erectile dysfunction 0 
Reduced libido  0 

Study also includes data on 
intercourse frequency. 

*Author, year/(Procite number)/Study Design/Location/N=Total patients 
†age=mean±standard deviation in years       
BL=baseline latency ; RCT=randomized controlled trial 
CI = confidence interval 
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Appendix 1-C. Evidence Tables: Sertraline treatment studies 
 
Reference* Study Population† Treatment Regimen Outcomes Comments 
McMahon, 
cont. 

Setraline 50 mg/day for 3 
weeks. 

Latency:   
13.1 (7-anej) min 
 
Anejaculation:  4 
 
Intravaginal ejaculation in all 6 
severe cases 
 
Adverse events: 
Anorexia  1 
Anxiety   0 
Dizziness  0 
Drowsiness  1 
Dyspepsia  1 
Erectile dysfunction 0 
Reduced libido  0 

 

 

Setraline 100 mg/day for 
three weeks 

Latency :   
16.4 (7-anej) min  
 
Anejaculation:  10 
 
Intravaginal ejaculation in all 6 
severe cases 
 
Adverse events: 
Anorexia  2 
Anxiety   2 
Dizziness  0 
Drowsiness  2 
Dyspepsia  2 
Erectile dysfunction 2 
Reduced libido  2 

 

*Author, year/(Procite number)/Study Design/Location/N=Total patients 
†age=mean±standard deviation in years       
BL=baseline latency ; RCT=randomized controlled trial 
CI = confidence interval 
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Appendix 1-C. Evidence Tables: Sertraline treatment studies 
 
Reference* Study Population† Treatment Regimen Outcomes Comments 
Mendels, 1995  
(12139) 
RCT 
N=52 

n=52: age 25-52  
Heterosexual with only 1 partner in the last 6 
months.  
 
Reasons for exclusion: Patients taking 
psychotropic medications, depressed (> 14 
on Hamilton scale), receiving therapy for 
sexual dysfunction or with significant medical 
disease or symptoms.  
4 patients excluded from analysis: 1 
sertraline without baseline data, 1 sertraline 
dropped out in the first 3 weeks, 2 placebo 
dropped out in first 3 weeks. 
BL: < 1 min on at least 50% of tries in last 6 
months. 

Sertraline 50 mg/day titrated 
from 50 to 200 mg/day 
during weeks 1-3. Total 8 
weeks and 26 patients. Mean 
final dosage 121 mg/day. 2-
week washout titrating down 
to 0 mg/day. 

Efficacy (min): 
Latency (n=22) 
  Baseline 0.98±1.15 
   Endpoint 5.43±5.62 
   Change 3.58±3.82 
Ejaculation during foreplay 
(n=24) 
   Baseline  3 
   During treatment 1 
Patient satisfaction (n=24) 0-4 
  Baseline 1.42±1.10 
   Endpoint 2.42±1.28 
   Change 1.00±1.47 
Partner satisfaction (n=19) 0-4 
  Baseline 1.53±0.90 
   Endpoint 2.58±1.22 
   Change 1.05±1.18 
 
Side effects (n=26): 
Any adverse event 17 
Discontinued due to AE 0 
Diarrhea  6 
Anejaculation  5 
Dry mouth  4 
Fatigue   4 
Headache  3 
Dizziness  3 
Insomnia  3 
Nausea   3 
Somnolence  2 
Dyspepsia  2 
Flatulence  2 

The data reporting in this 
study is unclear and this 
extraction attempts to 
summarize the results. 
Latency, patient 
satisfaction, and 
ejaculation during foreplay 
based on patients’ 
assessment. Partner 
satisfaction based on 
partner assessment.  
Article contains data on 
many variables from both 
patient and partner 
assessment as well as 
global clinical impression 
from health care provider. 

*Author, year/(Procite number)/Study Design/Location/N=Total patients 
†age=mean±standard deviation in years       
BL=baseline latency ; RCT=randomized controlled trial 
CI = confidence interval 
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Appendix 1-C. Evidence Tables: Sertraline treatment studies 
 
Reference* Study Population† Treatment Regimen Outcomes Comments 
Mendels, cont.  Placebo 50 mg/day titrated 

from 50 to 200 mg/day 
during weeks 1-3. Total 8 
weeks and 26 patients. Mean 
final dosage 145 mg/day.  2-
week washout titrating down 
to 0 mg/day. 

Efficacy (min): 
Latency (n=22) 
  Baseline 1.10±1.35 
   Endpoint 1.85±3.68 
   Change 1.22±3.86 
Ejaculation during foreplay 
(n=24) 
   Baseline  4 
   During treatment 8 
Patient satisfaction (n=24) 
  Baseline 1.83±1.20 
   Endpoint 1.88±1.39 
   Change 0.04±1.60 
Partner satisfaction (n=20) 
  Baseline 1.65±1.14 
   Endpoint 2.10±1.37 
   Change 0.45±1.57 
 
Side effects (n=26): 
Any adverse event 16 
Discont. due to AE 2 
Diarrhea  1 
Anejaculation  0 
Dry mouth  2 
Fatigue   0 
Headache  3 
Dizziness  1 
Insomnia  1 
Nausea   1 
Somnolence  3 
Dyspepsia  1 
Flatulence  1 

 

*Author, year/(Procite number)/Study Design/Location/N=Total patients 
†age=mean±standard deviation in years       
BL=baseline latency ; RCT=randomized controlled trial 
CI = confidence interval 
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Appendix 1-C. Evidence Tables: Sertraline treatment studies 
 
Reference* Study Population† Treatment Regimen Outcomes Comments 
Waldinger, 
2001  
(795222) 
RCT 
Netherlands 
N=48 

n=12: age 38±10 
Married for 15±12 years with primary PE.   
 

Placebo, morning and 
evening 

Geometric mean latency by 
week (sec): 
0   15.1 
1   20.8 
2   19.3 
3   19.1 
4   23.6 
5   18.8 
6   18.1 

 n=12: age 40±7 
Married for 17±7 years with primary PE. 

Paroxetine 20 mg/day, 
morning and evening 

Geometric mean latency by 
week (sec): 
0   17.1 
1   36.7 
2   71.1 
3 119.2 
4   88.3 
5 146.0 
6 107.9 

 n=12: age 41±9 
Married for 15±9 years with primary PE.  

Sertraline 50 mg/day, 
morning and evening 

Geometric mean latency by 
week (sec): 
0   13.9 
1   25.2 
2   38.6 
3   33.8 
4   42.7 
5   58.1 
6   50.3 

All patients had a 1-month 
baseline and were 
prohibited from using 
condoms or topical 
anesthetics through the 
study. Study was 
randomized and blinded. 
Patients used stopwatches 
to measure latency. 

*Author, year/(Procite number)/Study Design/Location/N=Total patients 
†age=mean±standard deviation in years       
BL=baseline latency ; RCT=randomized controlled trial 
CI = confidence interval 
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Appendix 1-C. Evidence Tables: Sertraline treatment studies 
 
Reference* Study Population† Treatment Regimen Outcomes Comments 
Waldinger, 
cont. 

n=12: age 35±6 
Married or in a relationship for 12±8 years 
with primary PE.  
 

Nefazodone 400 mg/day, 
morning and evening 

Geometric mean latency by 
week (sec) 
0   16.8 
1   19.1 
2   14.2 
3   25.6 
4   28.4 
5   15.6 
6   17.9 

 

After prescreening exclusions, 60 patients 
enrolled; 51 completed the study; 6 withdrew 
due to adverse events and 3 for lack of 
efficacy 

 

n=10: age 38±7, partner age 36±7 
BL: 21±12 sec 

Fluoxetine 20 mg/day Latency at 6 weeks:
 211±251 sec 
Absolute change:
 189±244 sec 

n=10: age 44±10, partner age 43±10 
BL: 15±17 sec 

Fluvoxamine 100 mg/day 
 

Latency at 6 weeks: 
 55±70 sec 
Absolute change: 
 42±57 sec 

n=11: age 41±8, partner age 39±8 
BL: 16±10 sec 

Paroxetine 20 mg/day Latency at 6 weeks:
 476±1146 sec 
Absolute change:
 458±1142 sec 

n=11: age 40±9, partner age 38±10 
BL: 21±12 sec 

Sertraline 50 mg/day Latency at 6 weeks:
 117±87 sec 
Absolute change: 
 96±84 sec 

Waldinger, 
1998  
(12044a) 
RCT 
Netherlands 
N=51 

n=9: age 45±4, partner age 41±5 
BL: 19±15 sec 

Placebo Latency at 6 weeks: 
 29±25 sec 
Absolute change: 
 10±18 sec 

This article describes two 
RCTs, the first of which is a 
5-arm study.  6-week data 
are recorded here; graphs 
of intermediate results are 
presented in the paper. 

*Author, year/(Procite number)/Study Design/Location/N=Total patients 
†age=mean±standard deviation in years       
BL=baseline latency ; RCT=randomized controlled trial 
CI = confidence interval 
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Appendix 1-C. Evidence Tables: Sertraline treatment studies 
 
Reference* Study Population† Treatment Regimen Outcomes Comments 
Wise, 1994 
(12173) 
Letter/CR 
N=1 

n=1: age 43 
Patient with primary PE and no intercourse 
for 6 months due to wife’s frustration with 
PE. 

Sertraline 50 mg/day Latency 6-10 min  
Patient and wife satisfied. 

This letter is a case report 
about a single patient who 
refused sexual therapy 
(partially because wife 
refused). 

 

*Author, year/(Procite number)/Study Design/Location/N=Total patients 
†age=mean±standard deviation in years       
BL=baseline latency ; RCT=randomized controlled trial 
CI = confidence interval 

Copyright © 2003 American Urological Association Education and Research, Inc.®	            	                                                                                                                             Appendix 1-41



Pharmacologic Treatment of Premature Ejaculation (PE) 
Appendix 1-D. Evidence Tables: Clomipramine treatment studies 
 
Reference* Study Population† Treatment Regimen Outcomes Comments 
Abdel-Hamid, 
2001 
(700014) 
Crossover RCT 
Egypt 
N=51 

n=31: age 34.09±4.29 (range, 27-42) 
Heterosexual, married at least 1 year, with 
primary PE and willing to have intercourse 
twice a week. Patients did not have history 
of psychiatric illness, current physical illness, 
previous surgery or drug known to affect 
sexual function, current substance abuse, or 
ED. 
 
Patients each received each of 5 treatments 
for 4 weeks separated by 2 week wash-out 
periods. The treatments were ordered 
randomly in a double blind manner.  
 
BL (med.):     1 (0.5-1.5) min 
Baseline anxiety (med.):  12 (5-25)  

Clomipramine 25 mg, 3-5 hrs 
before planned coitus and 
not more than twice/week 

Results at 4 weeks: 
Median latency  
   4 (1-8) min 
Median anxiety score 
 11 (4-22) min 
Median sexual satisfaction 
score 11 (0-25) min 
 
2 patients dropped out for lack 
of efficacy and 1 for side 
effects and lack of efficacy. 
 
Side effects: 
Dry mouth  3 
Anorexia  0 
Nausea   1 
Headache  0 
Flushing  0 
Drowsiness  1 
Sleepiness  2 
Nasal congestion 0 
Yawning   0 
Total pts with side effects: 7/28

Study also included a 
normal control group of 20 
patients who were not 
treated but supplied anxiety 
scores of 3.7±2.7(range 1-
9) vs. 12.7±5.8 (range 5-
25) for the PE subjects. 
 
Study contains blinding 
problems because the 
Masters and Johnson 
pause squeeze technique 
cannot be blinded. 
 

*Author, year/(Procite number)/Study Design/Location/N=Total patients 
†age=mean±standard deviation in years       
BL=baseline latency ; RCT=randomized controlled trial 
CI = confidence interval 
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Appendix 1-D. Evidence Tables: Clomipramine treatment studies 
 
Reference* Study Population† Treatment Regimen Outcomes Comments 
Abdel-Hamid, 
cont. 

 Paroxetine 20 mg, 3-5 hrs 
before planned coitus and 
not more than twice/week 

Results at 4 weeks: 
Median latency  
   4 (2-10) min 
Median anxiety score 
   9 (5-23) min 
Median sexual satisfaction 
score 12 (0-29) min 
 
2 patients dropped out for lack 
of efficacy. 
 
Side effects: 
Dry mouth  2 
Anorexia  0 
Nausea   1 
Headache  0 
Flushing  0 
Drowsiness  0 
Sleepiness  0 
Nasal congestion 0 
Yawning   2 
Total pts with side effects: 5/29

 

*Author, year/(Procite number)/Study Design/Location/N=Total patients 
†age=mean±standard deviation in years       
BL=baseline latency ; RCT=randomized controlled trial 
CI = confidence interval 
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Appendix 1-D. Evidence Tables: Clomipramine treatment studies 
 
Reference* Study Population† Treatment Regimen Outcomes Comments 
Abdel-Hamid, 
cont. 

 Sertraline 50 mg, 3-5 hrs 
before planned coitus and 
not more than twice/week 

Results at 4 weeks: 
Median latency  
   3 (1-10) min 
Median anxiety score 
 11 (5-22) min 
Median sexual satisfaction 
score 10 (0-31) min 
 
2 patients dropped out for lack 
of efficacy. 
 
Side effects: 
Dry mouth  0 
Anorexia  1 
Nausea   1 
Headache  0 
Flushing  0 
Drowsiness  1 
Sleepiness  0 
Nasal congestion 0 
Yawning   0 
 
Total pts with side effects: 3/29

 

*Author, year/(Procite number)/Study Design/Location/N=Total patients 
†age=mean±standard deviation in years       
BL=baseline latency ; RCT=randomized controlled trial 
CI = confidence interval 
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Appendix 1-D. Evidence Tables: Clomipramine treatment studies 
 
Reference* Study Population† Treatment Regimen Outcomes Comments 
Abdel-Hamid, 
cont. 

Sildenafil 50 mg, 3-5 hrs 
before planned coitus and 
not more than twice/week 

Results at 4 weeks: 
Median latency  
 15 (5-30) 
Median anxiety score 
   8 (4-15) 
Median sexual satisfaction 
score 30 (17-34) 
 
2 patients dropped out for side 
effects. 
 
Side effects: 
Dry mouth  0 
Anorexia  0 
Nausea   0 
Headache  2 
Flushing  2 
Drowsiness  0 
Sleepiness  0 
Nasal congestion 1 
Yawning   0 
 
Total pts with side effects: 5/28

 

 

Masters and Johnson pause 
squeeze technique 
 

Results at 4 weeks: 
Median latency  
   3 (1-7) 
Median anxiety score 
 12 (5-21) 
Median sexual satisfaction 
score   6 (0-22) 
 
2 patients dropped out for lack 
of efficacy. 

 

*Author, year/(Procite number)/Study Design/Location/N=Total patients 
†age=mean±standard deviation in years       
BL=baseline latency ; RCT=randomized controlled trial 
CI = confidence interval 
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Appendix 1-D. Evidence Tables: Clomipramine treatment studies 
 
Reference* Study Population† Treatment Regimen Outcomes Comments 
Althof, 1995 
(12146) 
Crossover RCT 
Cleveland 
N=15 

n=15: age 38±8.94 (range, 23-56)   
All patients in stable relationships (married 
or cohabitating) recruited through newspaper 
ads. All had primary PE with latency < 4 min 
and in good physical health without history of 
mental illness, not taking prescription meds, 
ED less than 10% of time, and no substance 
or alcohol dependency in last 2 years. 
BL: < 4 min 

Each patient had a run-in 
period long enough for 3 
attempts at coitus.  3 
treatment periods were each 
set long enough to anticipate 
5 attempts. The treatment 
periods were separated by 1-
week washout. At the end 
was a run-out equivalent to 
the run-in.  3 treatments 
were used in random order: 
Clomipramine 25 mg/day 
Clomipramine 50 mg/day 
Placebo 1/day 

Latency: 
Run-in    
   81 sec 
25mg/day clomipramine 
 202 sec 
50mg/day clomipramine 
 419 sec 
Placebo (from graph) 
 137 sec 
Run-out (from graph) 
   80 sec 
 
Side effects (days with effect): 
Placebo 
Nausea    4 
 
Clomipramine 25 mg/day 
Dry mouth    7 
Feeling different   8 
Constipation    1 
 
Clomipramine 50 mg/day 
Dry mouth   33 
Feeling different  21 
Constipation   18 
Dizziness  10 
Nausea     8 
Sleep disturbance   6 
Fatigue     4 
Hot flashes    4 
Headache    3 
Ears ringing    3 
Moist mouth    1 
Decreased concentration 1 

Satisfaction scores are only 
on a graph. Study also lists 
data on a symptom 
checklist 90-R results. 

*Author, year/(Procite number)/Study Design/Location/N=Total patients 
†age=mean±standard deviation in years       
BL=baseline latency ; RCT=randomized controlled trial 
CI = confidence interval 
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Reference* Study Population† Treatment Regimen Outcomes Comments 
Assalian, 1988 
(105301) 
CR (5) 
Canada 
N=5 

n=5: age 39.6 (range, 26-52) 
Patients were reported as individual case 
reports. 4 had primary PE and 1 had 
secondary. 

All were started on 
clomipramine 25 mg/day. 1 
patient partially complied by 
only taking the tablet when 
sexual activity was 
anticipated. Another patient 
took the dose only on Friday, 
Saturday, and Sunday when 
sex was possible. 1 patient 
reduced to 10 mg/day due to 
sleepiness. 

All patients reported significant 
delay and heightened control 
over ejaculation.  2 patients 
had side effects including 
daytime sedation, dry mouth, 
and constipation. 

No real data are supplied. 
Results and side effect 
data are not clear in this 
study. 

Eaton, 1973  
(105303) 
CS 
England 
N=13 

n=13: age 35 (range, 19-58) 
11 in stable relationships, 2 with multiple 
partners. 11 with primary PE (but 1 had a 
period of normal response in the past).  7 
had some ED and 5 had some loss of libido.  
Most had some amount of anxiety and/or 
depression. 

Clomipramine 25 mg/day 
titrated up to 75 mg/day in 25 
mg steps every 2 weeks 

12/13 responded “positively” in 
2 weeks to 2 months. 
Side effects included 
dyspepsia, dry mouth and 
perspiration. 

No numbers for side effects 
or definition of PE or 
positive response given. 

Girgis, 1982 
(12409) 
Crossover RCT 
Egypt 
N=50 

n=50: age 34.5±8.2 (range, 19-57)  
Married with history of PE from 1 months to 
17 years. Patients in good health with 
normal libido and erection, no diabetes, 
pyuria or prostatitis.  

Clomipramine 10 mg bid 
(12.00 and 18.00 hrs) for 6 
weeks followed by placebo 
bid for 6 weeks 

n=22 (Initially 25 patients but 3 
dropouts.) 
 
Number of satisfactory sexual 
performances: 
Clomipramine   161/317 
Placebo 163/313 
 
No side effects observed. 

Dropouts were for no 
apparent reason.  There 
was no washout. 

*Author, year/(Procite number)/Study Design/Location/N=Total patients 
†age=mean±standard deviation in years       
BL=baseline latency ; RCT=randomized controlled trial 
CI = confidence interval 
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Reference* Study Population† Treatment Regimen Outcomes Comments 
Girgis, cont.  Pacebo bid (12.00 and 18.00 

hrs) for 6 weeks followed by 
clomipramine 10 mg bid for 6 
weeks.  

n=17 (Initially 25 patients but 8 
dropouts.) 
 
Number of satisfactory sexual 
performances: 
Clomipramine   106/216 
Placebo   73/228 
 
No side effects observed. 

 

n=10: age 28 (range, 18-43) 
4 with primary PE and 3 with secondary PE. 
2 with occasional ED. All patients offered or 
trained in squeeze technique without 
success.  
3 withdrawals from study – net 7 patients. 
 

Clomipramine 10 mg/day 
increasing up to 40 mg/day 
for 1 month.  Second month 
clomipramine at doses up to 
150 mg/day. 

At 4 weeks 2/7 were better. At 
8 weeks 3/7 were better.  At 
16 weeks 1 was cured (no 
further treatment needed), 2 
better using clomipramine 
occasionally and the rest not 
better. 

Goodman, 
1980 
(13710) 
Crossover RCT 
England 
N=20 

n=10: age 30 (range, 22-41) 
7 with primary PE and 2 with secondary PE. 
3 with occasional ED. All patients offered or 
trained in squeeze technique without 
success. 
1 withdrawal from study – net 9 patients. 
 

Placebo 10 mg/day 
increasing up to 40 mg/day 
for 1 month.  Second month 
clomipramine at doses up to 
150 mg/day. 

At 4 weeks 4/9 were better. At 
8 weeks 5/9 were better.  At 
16 weeks 6 were better (2 
using clomipramine 
occasionally, 4 using it 
regularly), 2 were better but 
stopped using clomipramine 
due to side effects and 1 was 
not better. 

This study is difficult to 
decode. There are no 
numeric outcomes, only 
subjective terms like better 
or no better. 
Side effects are listed in a 
divided table that makes it 
unclear which drug or 
group they apply to. 
 

*Author, year/(Procite number)/Study Design/Location/N=Total patients 
†age=mean±standard deviation in years       
BL=baseline latency ; RCT=randomized controlled trial 
CI = confidence interval 
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Reference* Study Population† Treatment Regimen Outcomes Comments 
Haensel, 1996 
(10696) 
Crossover RCT 
Netherlands 
N=22 

n=8: age 42.2 (range, 31-62)  
Patients with SMD-IV criteria for primary 
premature ejaculation, heterosexual, with 
dysfunction for at least 6 months, willingness 
to attempt coitus or masturbation at least 
once a week, no concomitant psychiatric 
disease, previous surgery or drug use that 
would affect sexual function. 

Latency: (n=6) 
Pretest  1.4±.3  
Clomipramine 2.8±.6 
Placebo 1.7±.3 
 
Approximately 2 min placebo, 
8 min clomipramine: 
Number of thrusts (n=6) 
Pretest  1.9±0.4  
Clomipramine 4.0±0.0 
Placebo 3.3±0.5 
Orgasm sooner than desired 
(n=8) 
Pretest  1.0±0.0  
Clomipramine 4.0±0.8 
Placebo 1.1±0.1 

 n=6: age 41.2 (range, 26-52) 
Patients with SMD-IV criteria for secondary 
premature ejaculation who also had erectile 
dysfunction. These patients were 
heterosexual, with dysfunction for at least 6 
months, willingness to attempt coitus or 
masturbation at least once a week, no 
concomitant psychiatric disease, previous 
surgery or drug use that would affect sexual 
function. 

Patients in all three groups 
were given two treatments in 
crossover.  The treatments 
were 25 mg of clomipramine 
12-24 hrs before anticipated 
sexual activity (coitus or 
masturbation) and placebo. 
Patients received each 
treatment for 3 weeks and 
were crossed over to the 
alternate treatment for 3 
weeks.  Patients were 
randomized as to order with 
13 beginning with 
clomipramine and 9 with 
placebo. 

Latency: (n=5) 
Pretest  1.0±0.0  
Clomipramine 1.2±0.2 
Placebo 1.2±0.2 
 
Approximately 2 min with 
either treatment: 
Number of thrusts (n=5) 
Pretest  1.5±0.5  
Clomipramine 1.8±0.4 
Placebo 1.5±0.4 
Orgasm sooner than desired 
(n=6) 
Pretest  1.2±0.2  
Clomipramine 1.8±0.5 
Placebo 1.8±0.8 

There is no mention of this 
being a double-blind trial. 
The lack of washout and 
the fact that more patients 
began with clomipramine 
may have impacted results.  
A variety of other scores 
and frequencies were also 
listed in the article.  
Latency and number of 
thrusts were scored on 
unusual scales: 
 
Latency(min)               
Score 
<1    1 
1-3   2 
4-6   3 
7-10   4 
11-15   5 
>15   6 
 
Number of thrusts        
Score      
<5   1 
6-10   2 
11-20   3 
>20   4 
 
Orgasm sooner than 
desired was scored on a 1 
– 7 scale 

*Author, year/(Procite number)/Study Design/Location/N=Total patients 
†age=mean±standard deviation in years       
BL=baseline latency ; RCT=randomized controlled trial 
CI = confidence interval 
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Reference* Study Population† Treatment Regimen Outcomes Comments 
Haensel, cont. n=8: age 40.5 (range, 26-52) recruited 

through word of mouth healthy normal 
controls 

 Latency: (n=5)  
Pretest  3.7±0.3  
Clomipramine 3.6±0.2 
Placebo 3.8±0.2 
 
Approx. 9 min placebo and 11 
min clomipramine: 
Number of thrusts (n=6) 
Pretest  3.7±0.3  
Clomipramine 3.7±0.3 
Placebo 4.0±0.0 
Orgasm sooner than desired 
(n=7) 
Pretest  5.3±0.6  
Clomipramine 5.6±0.6 
Placebo 5.7±0.5 

1 – always, 7 – never 
 
Side effects, not broken 
down by group, included: 
Dry mouth  4 
Fatigue or low energy 8 
Dizziness  3 
Nausea, headache, 
yawning   1 
 
9/14 patients discriminated 
drug from placebo 

Kim, 1998  
(12047) 
Crossover RCT 
Korea 
N=53 

n=37: age 44 (range; 30-60).   
53 heterosexual patients enrolled; 37 
completed the study.   
Reasons for withdrawal: loss to follow-up (5), 
no efficacy (fluoxetine 3, sertraline 1, 
placebo 1) and no efficacy plus side effects 
(clomipramine 1). One patient was excluded 
from analysis because of delayed (>30 min) 
ejaculation with sertraline or clomipramine. 

Baseline – no treatment Latency: 46±41 sec 
 
Patient Satisfaction: 
Satisfied     0% 
Moderate     0% 
Dissatisfied 100% 
 
Partner Satisfaction: 
Satisfied     0% 
Moderate 22.2% 
Dissatisfied 77.8% 

All patients received each 
therapy and placebo for 4 
weeks with a 4-week 
washout between 
therapies. Order of 
administration was 
randomized. 
 

*Author, year/(Procite number)/Study Design/Location/N=Total patients 
†age=mean±standard deviation in years       
BL=baseline latency ; RCT=randomized controlled trial 
CI = confidence interval 
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Reference* Study Population† Treatment Regimen Outcomes Comments 
Kim, cont.  Placebo 1 capsule/day first 

week and 2/day thereafter 
Latency:  2.27±3.78 min 
 
Patient Satisfaction: 
Satisfied 19.4%  
Moderate 27.8% 
Dissatisfied 52.8% 
 
Partner Satisfaction: 
Satisfied 11.1%  
Moderate 36.1% 
Dissatisfied 52.8% 
 
Side effects: 
Drowsiness  2 
Dry mouth  0 
Reduced Potency 3 
Nausea   1 
Vomiting  0 
Other   3 
 
Total pts with side effects: 7 

 

*Author, year/(Procite number)/Study Design/Location/N=Total patients 
†age=mean±standard deviation in years       
BL=baseline latency ; RCT=randomized controlled trial 
CI = confidence interval 
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Reference* Study Population† Treatment Regimen Outcomes Comments 
Kim, cont.  Clomipramine 25 mg/day for 

first week, 50 mg/day 
thereafter 

Latency:  5.75±6.68 min 
 
Patient Satisfaction: 
Satisfied 25.0%  
Moderate 38.9% 
Dissatisfied 36.1% 
 
Partner Satisfaction: 
Satisfied 19.4%  
Moderate 38.9% 
Dissatisfied 41.7% 
 
Side effects: 
Drowsiness  6 
Dry mouth  2 
Reduced Potency 3 
Nausea   4 
Vomiting  0 
Other   3 
 
Total pts with side effects: 13 

 

*Author, year/(Procite number)/Study Design/Location/N=Total patients 
†age=mean±standard deviation in years       
BL=baseline latency ; RCT=randomized controlled trial 
CI = confidence interval 
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Reference* Study Population† Treatment Regimen Outcomes Comments 
Kim, cont.  Fluoxetine 20 mg/day for first 

week, 40 mg/day thereafter 
Latency:  2.30±2.08 min 
 
Patient Satisfaction: 
Satisfied 25.0% 
Moderate 38.9% 
Dissatisfied 36.1% 
 
Partner Satisfaction: 
Satisfied 19.4% 
Moderate 38.9% 
Dissatisfied 41.7% 
 
Side effects: 
Drowsiness  6 
Dry mouth  2 
Reduced Potency 3 
Nausea   4 
Vomiting  0 
Other   3 
 
Total pts with side effects: 13 

 

*Author, year/(Procite number)/Study Design/Location/N=Total patients 
†age=mean±standard deviation in years       
BL=baseline latency ; RCT=randomized controlled trial 
CI = confidence interval 
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Reference* Study Population† Treatment Regimen Outcomes Comments 
Kim, cont.  Sertraline 50 mg/day for first 

week, 100 mg/day thereafter 
Latency: 4.27±5.69 min 
 
Patient Satisfaction: 
Satisfied 41.7% 
Moderate 36.1% 
Dissatisfied 22.2% 
 
Partner Satisfaction: 
Satisfied 30.6% 
Moderate 38.9% 
Dissatisfied 30.6% 
 
Side effects: 
Drowsiness  7 
Dry mouth  4 
Reduced Potency 3 
Nausea   2 
Vomitting  0 
Other   0 
 
Total pts with side effects: 12 

 

Montorsi, 1995 
(500007) 
RCT, Italy 
N=40 

N=17 with available partner, without ED, 
penile defects with PE at least 50% of time 

Placebo for 8 weeks followed 
by clomipramine 50 mg/day 
given at bedtime for 8 weeks 

Placebo response 
Complete    1/17 
Partial     2/17 

 

Dropouts due to side 
effects: tremor in 5, nausea 
in 2 – not clear which 
group.  Overall 
clomipramine complication 
rate (both groups) is 40%. 
The 3 month data is with all 
patients taking 
clomipramine.   

Failure   14/17
Overall complication rate 10% 
 
Clomipramine response 
Complete  5/17 
Partial   6/17 
Failure   6/17  

*Author, year/(Procite number)/Study Design/Location/N=Total patients 
†age=mean±standard deviation in years       
BL=baseline latency ; RCT=randomized controlled trial 
CI = confidence interval 
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Reference* Study Population† Treatment Regimen Outcomes Comments 
Montorsi, cont. N=16 with available partner, without ED, 

penile defects with PE at least 50% of time 
Clomipramine 50 mg/day 
given at bedtime for 8 weeks 
(presumably continued for at 
least 3 months) 

Clomipramine response 
Complete  4/16 
Partial   4/16 
Failure   8/16 

Complete   8/33 
Partial    9/33 
Failure  16/33 
Complete response is 
ability to control ejaculation 
at least 90% of the time. 
Partial response is 
controlled at least 70% of 
the time. 

Rowland, 2001 
(795018) 
CS 
US 
N=4 

n=4: age 53.5 (range, 44-72)  
Out of 13 who failed with 25 mg. 
Clomipramine PRN who were in stable 
relationships. Other 9 had either moved out 
or were no longer in stable relationships with 
a willing partner. PE persisted for 7.5 (3-10) 
years with BL: ≤1 min 

Patients received increasing 
daily doses of clomipramine 
of 10, 20, and 30 mg/day for 
3 weeks for each dose. Data 
were also reported from a 
previous study with these 
patients where they received 
25 mg PRN or placebo. 

Latency in sec (mean): 
Baseline    25.5 
10 mg      50.65 
(median from graph)  
20 mg    91.5 
30 mg   221.0 
 
Ejaculatory control (0-10 
increasing scale): 
Baseline      4.0 
10mg           4.5 
20mg          5.9 
30mg           6.2 

This is a very small study 
that shows that daily 
dosing may salvage some 
patients who fail PRN 
dosing. Patients were 
failures from article 12022. 

*Author, year/(Procite number)/Study Design/Location/N=Total patients 
†age=mean±standard deviation in years       
BL=baseline latency ; RCT=randomized controlled trial 
CI = confidence interval 

Copyright © 2003 American Urological Association Education and Research, Inc.®	            	                                                                                                                             Appendix 1-55



Pharmacologic Treatment of Premature Ejaculation (PE) 
Appendix 1-D. Evidence Tables: Clomipramine treatment studies 
 
Reference* Study Population† Treatment Regimen Outcomes Comments 
Segraves, 
1993 
(12219) 
RCT 
Czech. Rep. 
N=29 

n=10: age 44.7±7.5 
Recruited by newspaper ad. Requirements 
include age 21-65, and no history of 
psychiatric disorder, current substance 
abuse, significant illness, or use of 
psychotropic drugs. 8 were married and 7 
had primary PE. 

25 mg clomipramine to take 
6 hrs prior to coitus.  After 2 
attempts patients could 
double dose in the absence 
of side effects or 
unsatisfactory ejaculatory 
delay. Trial continued for a 
total 10 attempts at coitus. 

At 25 mg: 
7/10 had latency ≥ 2 min 
Mean at 25 mg, 6.1 min 
 
At 50 mg: 
8/10 had latency ≥ 2 min 
6/7 men increased latency by 
2 min or more by spousal 
estimate. 
 
Rating of libido, erections, 
ejaculation timing and quality, 
and overall satisfaction 
significantly increased. 
 
Side effects: 
Mild nausea  3 
Drowsiness  3 
Diarrhea  1 
Transient ED  2 

9 patients (out of 29) 
dropped out and were not 
included in the analysis, 
but it is not clear which 
groups they were in.  Only 
data for completers was 
supplied.  Numbers lacking 
for some outcomes. 
 

*Author, year/(Procite number)/Study Design/Location/N=Total patients 
†age=mean±standard deviation in years       
BL=baseline latency ; RCT=randomized controlled trial 
CI = confidence interval 
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Reference* Study Population† Treatment Regimen Outcomes Comments 
Segraves, 
cont. 

n=10: age 47.2±10.2 
Recruited by newspaper ad. Requirements 
include age 21-65, and no history of 
psychiatric disorder, current substance 
abuse, significant illness, or use of 
psychotropic drugs. 6 were married and 8 
had primary PE. 

25 mg placebo to take 6 hrs 
prior to coitus.  After two 
attempts patients could 
double dose in the absence 
of side effects or 
unsatisfactory ejaculatory 
delay. Trial continued for a 
total 10 attempts at coitus. 

At 25mg:  
0 men had latency ≥ 2 min 
Mean at 25mg, 51 sec 
 
At 50 mg: 
2 men had latency ≥ 2 min 
2/5 men increased latency by 
2 min or more by spousal 
estimate. 
 
Rating of libido, erections, 
ejaculation timing and quality, 
and overall satisfaction were 
unchanged. 
 
Side effects: 
Mild nausea  1 
Drowsiness  1 
Constipation  2 

 

Strassberg, 
1999 
(12022) 
Crossover RCT 
Salt Lake City 
N=34 

n=23: age 46.3±11.738  
PE patients recruited from newspaper ads of 
which 28 completed the study. 5 of these 
were dropped because the studies indicated 
placebo latencies greater than 3 min 
Patients had no history of psychiatric 
disorder, no current substance abuse, no 
current relevant medications, no previous 
surgery or drug use known to impact sexual 
function, and in a stable heterosexual 
relationship. 

Patients each received 2 
treatments for 2 weeks with 
no apparent washout.  
 
Treatment 1: 
25 mg (2 capsules) of 
clomipramine taken 4 hrs 
before coitus.  
 
Treatment 2: 
2 capsules of placebo taken 
similarly.  Patients were 
randomized to sequence. 

Latency:  
(n=22) 
Placebo   52±45 sec 
Clomipramine 229±286 sec 
 
Control over ejaculation: 
(n=16) 
(1-10 scale) 
Placebo 2.70±1.84  
Clomipramine 5.08±2.45 

This article contains many 
complex statistical 
analyses, showing that 
clomipramine increased 
latency and control for the 
patients with PE.  The 
study included lab studies 
with arousing videos and 
vibrators, but only the at 
home diary data is included 
under outcomes here. 

*Author, year/(Procite number)/Study Design/Location/N=Total patients 
†age=mean±standard deviation in years       
BL=baseline latency ; RCT=randomized controlled trial 
CI = confidence interval 
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Reference* Study Population† Treatment Regimen Outcomes Comments 
Strassberg, 
cont. 

n=13: age 45.6±7.3 
15 normal control patients recruited from 
newspaper ads of which 13 completed 
study. 2 of these were dropped because the 
studies indicated placebo latencies less than 
150 sec  
Patients had no history of psychiatric 
disorder, no current substance abuse, no 
current relevant medications, no previous 
surgery or drug use known to impact sexual 
function, and in a stable heterosexual 
relationship. 

 Latency:  
(n=4) 
Placebo 491±245 sec 
Clomipramine 665±307 sec 
 
Control over ejaculation:  
(n=4) 
(1-10 scale) 
Placebo 8.25±1.5  
Clomipramine   8.5±1.0 

 

 

*Author, year/(Procite number)/Study Design/Location/N=Total patients 
†age=mean±standard deviation in years       
BL=baseline latency ; RCT=randomized controlled trial 
CI = confidence interval 
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*Author, year/(Procite number)/Study Design/Location/N=Total patients 
†

Reference* Study Population† Treatment Regimen Outcomes Comments 
n=26: age 27 (range, 21-36)  
With PE and without ED, substance abuse, 
infections, diabetes, thyroid disease, 
hypotension or loss of libido. Patients had 
normal psychiatric consultations. 

Fluoxetine 20 mg/day for 1 
week followed by 40 mg/day 
for 7 weeks 

Cured:    8 (30.8%) 
Improved: 11 (42.3%) 
Failure:    7 (26.9%) 
 
Side effects: 
Nausea    3 
Headache   1 
Insomnia   2 
Total patients with side effects:
    6 

Atan, 2000 
(795257) 
Controlled Trial 
Turkey 
N=43 

n=17: age 31 (range,19-48)  
With PE and without ED, substance abuse, 
infections, diabetes, thyroid disease, hypo 
tension or loss of libido. Patients had normal 
psychiatric consultations. 

Fluoxetine 20 mg/day and 
local application of lidocaine 
ointment to the glans 20 min 
prior to intercourse 

Cured:    9 (52.9%) 
Improved:   5 (29.4%) 
Failure:    3 (17.6%) 
 
Side effects: 
Nausea    1 
Headache   4 
Insomnia   0 
Total patients with side effects: 
    5 

There is no indication of 
randomization in the article. 

age=mean±standard deviation in years       
BL=baseline latency ; RCT=randomized controlled trial 
CI = confidence interval 
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*Author, year/(Procite number)/Study Design/Location/N=Total patients 
†

Reference* Study Population† Treatment Regimen Outcomes Comments 
N=10, age 29.4 (range, 20-40) with latency 
less than 1 minute and married or with 
constant partner for more than 2 years and 
no organic causes. 

Placebo cream used at least 
5 times (range 5-8) 

Mean latency 1.01 min 

N=10, age 29.4 (range, 20-40) with latency 
less than 1 minute and married or with 
constant partner for more than 2 years and 
no organic causes. 

Prilocaine-lidocaine cream 
applied and left in place 
under a condom for 20 min 
and removed—used at least 
5 times (range 5-9) 

Mean latency 6.71 min in 8 
patients. One patient still had 1 
min latency and one patient 
increased to 3-5 min. Overall 
average latency 6.5 min 

N=10, age 29.4 (range, 20-40) with latency 
less than 1 minute and married or with 
constant partner for more than 2 years and 
no organic causes. 

Prilocaine-lidocaine cream 
applied and left in place 
under a condom for 30 min 
and removed—used at least 
5 times (range 5-9) 

Mean latency 8.71 min in 4 
patients while 6 patients 
complained of erection loss 
due to numbness and delayed 
ejaculation 

Atikeler, 2002 
(500006) 
RCT 
Turkey 
N=40 

N=10, age 29.4 (range, 20-40) with latency 
less than 1 minute and married or with 
constant partner for more than 2 years and 
no organic causes. 

Prilocaine-lidocaine cream 
applied and left in place 
under a condom for 45 min 
and removed—used at least 
5 times (range 5-9) 

All patients complained of 
erection loss due to numbness 
and delayed ejaculation 

 

age=mean±standard deviation in years       
BL=baseline latency ; RCT=randomized controlled trial 
CI = confidence interval 
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*Author, year/(Procite number)/Study Design/Location/N=Total patients 
†

Reference* Study Population† Treatment Regimen Outcomes Comments 
Berkovitch, 
1995 
(12140) 
CS 
Canada 
N=11 

n=11: age 36±7 (range, 26-44) 
All patients heterosexual and married or in 
stable relationship without ED or risk factors 
for ED or extensive drug or alcohol use. 

Lidocaine-prilocaine cream 
2.5 mg dose applied to glans 
and shaft and covered with a 
condom for 30 min After that 
time the condom could be 
removed at the patient’s 
option. 

Patients estimated latency and 
graded it as follows: 
Excellent   5 
Better than usual 4 
Unsatisfied  2 
 
Patients rating excellent used 
the cream 8.4±1.7 times with 
latency 15-20 min 
 
Patients rating better used the 
cream 5±0.41 time with 
latency 5-10 min 
 
One unsatisfied patient 
complained of numbness 
despite 20 min latency and 
spousal satisfaction. The other 
unsatisfied patient had no 
meaningful improvement. 

 
 
 
 

Damrau, 1963 
(105302) 
CS 
New Jersey 
N=13 

n=13: age 31.2 (range, 22-39) 
11 with ejaculation prior to intromission, 1 
with immediate ejaculation and 1 with 1 min 
latency. Duration of condition 2.7 years 
(range, 0.5-5).  

Ethyl aminobenzoate cream 
(3%) to glans and prepuce, 
wiped off after 5 min  

PE “corrected” in all cases. 
Latency 1.6 (range, 0.5-5). 
Duration of anesthesia mean 
25.2 min (range, 10-50). 

Study also reports some 
data on the use of the 
cream on normal 
volunteers. 

age=mean±standard deviation in years       
BL=baseline latency ; RCT=randomized controlled trial 
CI = confidence interval 
 

Copyright © 2003 American Urological Association Education and Research, Inc.®	            	                                                                                                                             Appendix 1-61



Pharmacologic Treatment of Premature Ejaculation (PE) 
Appendix 1-E. Evidence Tables: Topical anesthetic treatment studies 
 

*Author, year/(Procite number)/Study Design/Location/N=Total patients 
†

Reference* Study Population† Treatment Regimen Outcomes Comments 
Lidocaine-prilocaine cream 
(1/2 tube) applied for 10 min 
contained with condom, then 
removed.  Patients given 5 
tubes and 12 condoms. 

Latency  
 489±465 
Sense of control
 4.7±3.1 
3 pts reported inability to reach 
orgasm on some occasions 
with the cream 

Slob, 2000 
(500003) 
CS 
Netherlands 
N=15 

N=15; age 43±11(range, 21-64) 
Estimated latency between 1-2 min with less 
than 8 thrusts with ejaculation prior to 
intromission 31% of the time. 11/15 patients 
experienced ejaculation prior to intromission 
at some times. Full erections 92% of the 
time. 

Coitus without cream or 
intervention. Patients asked 
to report on 2-3 encounters. 

Latency  
 115±142 
Sense of control 
 2.5±2.2 
No patients reported inability 
to achieve orgasm 

Patients were own controls 
in an unblended crossover. 

 

age=mean±standard deviation in years       
BL=baseline latency ; RCT=randomized controlled trial 
CI = confidence interval 
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Reference* Study Population† Treatment Regimen Outcomes Comments 
Beretta, 1986 
(12350) 
CS 
Italy 
N=15 

n=15: age 34 (range, 20-55)  
All patients with primary PE who refused 
psychological treatment (at least initially). 

Phenoxybenzamine 10 
mg/day 

Outcomes given by patient.  
7 patients ejaculated ante 
portam before treatment but 
only 4 did so after treatment. 
The other 3 had an average 
latency of 15 min after 
treatment.  
Average pretreatment latency 
of 8 patients who ejaculated 
intravaginally pretreatment 
was 1.38 min pretreatment 
and 5.63 min post-treatment.  
Of these 8 patients, 3 had no 
change in latency.  
 
Patients report of sexual 
response: 
Improved  8 
No variation 5 
Worsened 2 
 
Partner satisfaction: 
Improved 8 
No variation 5 
Worsened 2 
 
Two patients reported dry 
ejaculation 

Also data on semen 
volume. 

*Author, year/(Procite number)/Study Design/Location/N=Total patients 
†age=mean±standard deviation in years       
BL=baseline latency ; RCT=randomized controlled trial 
CI = confidence interval 
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Reference* Study Population† Treatment Regimen Outcomes Comments 
Cavallini, 1995 
(12160) 
Crossover RCT 
Italy 
N=101 

n=101: age 34.3 (range, 21-63) Patients received 
alphuzosine (2x3 mg/day, 
terazosine (1 mg/day up to 5 
mg once a day), vitamin C 
2x500 mg/day (placebo).  
The patients were in 3 
groups which received 
treatment in 1 of the 
following 3 orders: 
 
1. Alphuzosine, terazosine, 
placebo 
2. Terazosine, placebo, 
alphuzosine 
3. Placebo, alphuzosine, 
terazosine 

Results deemed positive if 
patients and spouses agreed 
they were satisfied. 
 
Alphuzosine: 
1st administered  14/30 
2nd administered 16/31 
3rd administered  13/30 
 
Terazosine: 
1st administered  15/30 
2nd administered 16/30 
3rd administered  17/31 
 
Placebo: 
1st administered    4/31 
2nd administered 10/30 
3rd administered    8/30 
 
Side effects: 
Alphuzosin: 5/90  
(3 hypotension, 2 withdrawals, 
1 hypotension plus 
epigastralgia) 
 
Terazosine: 3/90  
(2 hypotension leading to 
withdrawal, 1 headache) 
 
Placebo: 1/90 
(weak epigastralgia) 

No washout periods 
between treatments and 
terazosine followed by 
alphuzosine directly twice, 
but the reverse never 
happened. Only 3 of 6 
possible orders were used.  
 
6 patients were excluded 
from analysis because 
patients and spouses 
disagreed about results. It 
is not clear which groups 
they came from.   
 
Dosages did not match 
(terazosine 1/day, others 
bid) so blinding was 
compromised. 
 
Side effect numbers do not 
add up and refer to 
withdrawals at various 
stages in the study. It is not 
clear how this was handled 
in the results statistics. 

*Author, year/(Procite number)/Study Design/Location/N=Total patients 
†age=mean±standard deviation in years       
BL=baseline latency ; RCT=randomized controlled trial 
CI = confidence interval 
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Pharmacologic Treatment of Premature Ejaculation (PE) 
Appendix 1-F. Evidence Tables: Adrenergic blockade treatment studies 
 
Reference* Study Population† Treatment Regimen Outcomes Comments 
Cooper, 1984 
(12387) 
Crossover RCT 
Canada 
N=12 

n=12: age 28 (range, 18-58)   
Patients with PE for mean 4.2 years (range, 
1-12.5).  
Patients also had chronic anxiety for at least 
6 months scoring > 9 on the somatic scale of 
the Hamilton Anxiety Rating Scale. 

Patients each had a 4 week 
run-in followed by a 4 week 
treatment (either propranolol 
120 mg/day or placebo), 4 
week washout, 4 week 
treatment with the alternate 
treatment, and a 4 week run-
out. Patients were randomly 
assigned to treatment 
sequence. 

Latency, mean (min): 
Run-in    1.5 
Placebo   1.7 
Wash-out   1.5 
Propranolol   1.7 
Run-out    1.6 
 
Overall satisfaction, mean  
(0-100 scale): 
Run-in   51.7 
Placebo  51.7 
Wash-out  50.3 
Propranolol  52.5 
Run-out   52.2 

Also data about erectile 
quality, blood pressure, 
pulse rate, Hamilton rating 
scale. No real impact in 
any case. Not all subjects 
were able to meet the 
projected goal of 
intercourse 2x per week. 

*Author, year/(Procite number)/Study Design/Location/N=Total patients 
†age=mean±standard deviation in years       
BL=baseline latency ; RCT=randomized controlled trial 
CI = confidence interval 
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Pharmacologic Treatment of Premature Ejaculation (PE) 
Appendix 1-F. Evidence Tables: Adrenergic blockade treatment studies 
 
Reference* Study Population† Treatment Regimen Outcomes Comments 
Shilon, 1984  
(12371) 
CS 
Israel 
N=9 

n=9: age 36.3±7.7 (range, 28-50) 
All patients with undefined premature 
ejaculation. 

Patients were treated with 
phenoxybenzamine.  
 
Patients received increasing 
doses of 10, 20, and 30 
mg/day, but the study is not 
clear whether there was a 
washout period, or even the 
sequence of doses.  
Presumably the doses were 
escalated based on results. 
Duration of treatment ranged 
from 7 to 150 days. All 
patients received 10 mg. 7 
also received 20 mg and 3 of 
those received 30 mg. 

Premature Ejaculation 
Baseline:  9/9 
10 mg : 
No improvement 5/9 
Slight improvement 2/9 
Good   2/9 
20 mg: 
No improvement 1/7 
Slight improvement 1/7 
Good   4/7 
Excellent  1/7 
 
Wife’s response: 
Baseline: 
Unsatisfied  7/9 
Satisfied  2/9 
10 mg.: 
Unsatisfied  2/9 
No improvement 5/9 
Slight improvement 1/9 
Good   1/9 
20 mg.: 
No improvement 2/7 
Satisfied  4/7 
Good   1/7 
30 mg.: 
Satisfied   2/2 
 
Zero semen volume 
10 mg   4/9 
20 mg   6/7 
30 mg   2/2 

Erection quality: 
2 patients with fair erection 
at baseline progressed to 
good erections on any drug 
dose. One patient with 
good erections at baseline 
had fair erections on 10 
mg/day and 20 mg/day and 
good erections at 30 
mg/day. 
 
Most other patients had 
significant reductions in 
semen volume. 

 

*Author, year/(Procite number)/Study Design/Location/N=Total patients 
†age=mean±standard deviation in years       
BL=baseline latency ; RCT=randomized controlled trial 
CI = confidence interval 
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Pharmacologic Treatment of Premature Ejaculation (PE) 
Appendix 1-G. Evidence Tables: Miscellaneous treatment studies 
 
 
Reference* Study Population† Treatment Regimen Outcomes Comments 
Brown, 2000 
(105252) 
CR 
New York 
N=1 

n=1: age 31 
Patient with acute prostatitis who also had 
unreported PE for three years.  
BL: 1-2 minutes. 

Ciprofloxacin  500 mg bid for 
30 days (for prostatitis) 

After treatment: 
Latency   6-15  

Individual patient report of 
an incidental finding after 
ciprofloxacin therapy.  

Increase persisted after 
treatment discontinued. 

Fein, 1990 
(900015) 
CS 
Florida 
N=16 

n=8 
Complaining of life-long PE, ejaculating prior 
to or immediately on vaginal penetration. 
Reasons for withdrawal: 8 patients declined 
to participate in the study due to an 
unwillingness to have penile injections. 

Penile injection with 0.2 ml of 
papaverine 30 mg/ml and 
phentolamine 1mg/ml  

Success was defined as 
having an erection of sufficient 
length for satisfactory 
intercourse regardless of 
ejaculation.  All patients were 
successful with doses ranging 
from 0.1 to 0.4 ml. Three 
patients said they were cured 
and having successful 
intercourse with no PE. Other 
5 continuing injections. No 
side effects reported in 14 
months of treatment.  

All 16 patients trained in 
Masters and Johnson 
squeeze technique, gluteal 
muscle contraction 
technique, mental 
divergence and 15 min 
masturbation exercise with 
no success. 

 

*Author, year/(Procite number)/Study Design/Location/N=Total patients 
†age=mean±standard deviation in years       
BL=baseline latency ; RCT=randomized controlled trial 
CI = confidence interval 
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Appendix 2. Summary Tables: Adverse Event (AE) Rates by Pharmacologic Treatment 
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Clomipramine     
Reference Description/Comments No. of AE's No. of 

Patients 
Rate 

Anorexia     
700014 25 mg 3-5 hrs before coitus, not > 2 x per week  0 31   0.0% 
Diarrhea     
12219 25 mg 6 hrs prior to coitus  1 10 10.0% 
Dizziness     
10696 25 mg 12-24 hrs prior to sexual activity  3 22 13.6% 
Drowsiness     
12047 25 mg/day for 1 week, 50 mg/day later  8 53 15.1% 
12219 25 mg 6 hrs prior to coitus  3 10 30.0% 
700014 25 mg 3-5 hrs before coitus, not > 2 x per week  1 31   3.2% 
Dry mouth     
10696 25 mg 12-24 hrs prior to sexual activity  4 22 18.2% 
12047 25 mg/day for 1 week, 50 mg/day later 12 53 22.6% 
700014 25 mg 3-5 hrs before coitus, not > 2 x per week  3 31   9.7% 
Erectile dysfunction - transient     
12219 25 mg 6 hrs prior to coitus  2 10 20.0% 
Fatigue or low energy     
10696 25 mg 12-24 hrs prior to sexual activity  8 22 36.4% 
Flushing     
700014 25 mg 3-5 hrs before coitus, not > 2 x per week  0 31   0.0% 
Headache     
700014 25 mg 3-5 hrs before coitus, not > 2 x per week  0 31   0.0% 
Nasal congestion     
700014 25 mg 3-5 hrs before coitus, not > 2 x per week  0 31   0.0% 
Nausea     
12047 25 mg/day for 1 week, 50 mg/day later  3 53   5.7% 
500007 50 mg/day given at bedtime for 8 weeks  2 33   6.1% 
700014 25 mg 3-5 hrs before coitus, not > 2 x per week  1 31   3.2% 
Nausea - mild       
12219 25 mg 6 hrs prior to coitus  3 10 30.0% 
Nausea, headache, yawning      
10696 25 mg 12-24 hrs prior to sexual activity  1 22   4.5% 
Other     
12047 25 mg/day for 1 week, 50 mg/day later  2 53   3.8% 
Potency - reduced     
12047 25 mg/day for 1 week, 50 mg/day later  5 53   9.4% 
Sleepiness     
700014 25 mg 3-5 hrs before coitus, not > 2 x per week  2 31   6.5% 
Tremor     
500007 50 mg/day given at bedtime for 8 weeks  5 33   15.1% 
Vomiting     
12047 25 mg/day for 1 week, 50 mg/day later  2 53   3.8% 
Yawning     
700014 25 mg 3-5 hrs before coitus, not > 2 x per week  0 31   0.0% 
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Fluoxetine     

Reference Description/Comments No. of AE's No. of 
Patients 

Rate 

Altered Sleep     
900017 5 mg/day for 2 weeks, 10 mg/day for 2 weeks 2 40  5.0% 
Dizziness     
12112 20 mg/day for 1-2 weeks, titrated to 60 mg/day 1 11  9.1% 
900017 5 mg/day for 2 weeks, 10 mg/day for 2 weeks 1 40  2.5% 
Drowsiness     
12047 20 mg/day for 1 week, 40 mg/day later 6 53 11.3% 
Dry mouth     
12047 20 mg/day for 1 week, 40 mg/day later 2 53  3.8% 
900017 5 mg/day for 2 weeks, 10 mg/day for 2 weeks 3 40  7.5% 
Extremity tingling     
12112 20 mg/day for 1-2 weeks, titrated to 60 mg/day 1 11  9.1% 
Headache     
12003 20 mg/day for 1 week, 40 mg/day later 1 26  3.8% 
12110 20 mg/day for 1 week, 40 mg/day later 1   9 11.1% 
795257 20mg/day for 1 week then 40mg/day 1 26  3.8% 
Insomnia     
12003 20 mg/day for 1 week, 40 mg/day later 2 26  7.7% 
12110 20 mg/day for 1 week, 40 mg/day later 1   9 11.1% 
795257 20mg/day for 1 week then 40mg/day 2 26  7.7% 
Libido - increased     
900017 5 mg/day for 2 weeks, 10 mg/day for 2 weeks 2 40  5.0% 
Loose stools     
900017 5 mg/day for 2 weeks, 10 mg/day for 2 weeks 2 40  5.0% 
Nausea     
12003 20 mg/day for 1 week, 40 mg/day later 3 26 11.5% 
12047 20 mg/day for 1 week, 40 mg/day later 4 53  7.5% 
12110 20 mg/day for 1 week, 40 mg/day later 2   9 22.2% 
795257 20mg/day for 1 week then 40mg/day 3 26 11.5% 
Nausea and other GI     
12112 20 mg/day for 1-2 weeks, titrated to 60 mg/day 4 11 36.4% 
Other     
12047 20 mg/day for 1 week, 40 mg/day later 3 53  5.7% 
Palpitations - slight     
900017 5 mg/day for 2 weeks, 10 mg/day for 2 weeks 1 40  2.5% 
Penile pain     
900017 5 mg/day for 2 weeks, 10 mg/day for 2 weeks 1 40  2.5% 
Potency - reduced     
12047 20 mg/day for 1 week, 40 mg/day later 3 53  5.7% 
Sweating     
900017 5 mg/day for 2 weeks, 10 mg/day for 2 weeks 1 40  2.5% 
Vomiting     
12047 20 mg/day for 1 week, 40 mg/day later 0 53  0.0% 
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Fluoxetine/Lidocaine     

Reference Description/Comments No. of AE's No. of 
Patients 

Rate 

Headache     
795257 Fluoxetine 20mg/day + topical lidocaine cream 4 17 23.5% 
Insomnia     
795257 Fluoxetine 20mg/day + topical lidocaine cream 0 17   0.0% 
Nausea     
795257 Fluoxetine 20mg/day + topical lidocaine cream 1 17   5.9% 
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Paroxetine     

Reference Description/Comments No. of AE's No. of 
Patients 

Rate 

Anejaculation     
12005 20 mg/day for 4 weeks   5 61  8.2% 
12020 10 mg/day for 3 weeks; followed by 20mg 3-4 hrs prior to intercourse   3 42  7.1% 
500005 10 mg/day for 21 days, followed by 20 mg 3-4 hrs before intercourse 

for 6 months 1 40  2.5% 

500005 10 mg/day for 21 days, followed by 20 mg 3-4 hrs plus 50 mg sildenafil 
before intercourse for 6 months 1 40  2.5% 

Anejaculation and frequent yawning    
12088 20 mg/day for 8 weeks   2 17 11.8% 
Anejaculation, yawning, fatigue, perspiration    
12088 40 mg/day for 8 Weeks   4 17 23.5% 
Anorexia     
12020 10 mg/day for 3 weeks; followed by 20mg 3-4 hrs prior to intercourse   1 42  2.4% 
700014 20 mg 3-5 hrs before coitus, not > 2 x per week   0 31  0.0% 
Any side effect     
12005 20 mg single dose 3-4 hrs prior to intercourse   0 37  0.0% 
12020 20 mg single dose 3-4 hours before coitus for 4 weeks   0 13  0.0% 
Decreased Libido     

500005 10 mg/day for 21 days, followed by 20 mg 3-4 hrs before intercourse 
for 6 months 2 40 5.0% 

500005 10 mg/day for 21 days, followed by 20 mg 3-4 hrs plus 50 mg sildenafil 
before intercourse for 6 months 1 40 2.5% 

Drowsiness     
700014 20 mg 3-5 hrs before coitus, not > 2 x per week   0 31  0.0% 
Drowsiness & anorexia     
12005 20 mg/day for 4 weeks   1 61  1.6% 
Dry mouth     
12088 40 mg/day for 8 Weeks   1 17  5.9% 
700014 20 mg 3-5 hrs before coitus, not > 2 x per week   2 31  6.5% 
Erectile function - slight reduction    
12088 20 mg/day for 8 weeks   1 17  5.9% 
Flushing     
500005 10 mg/day for 21 days, followed by 20 mg 3-4 hrs before intercourse 

for 6 months   0 40  0.0% 

500005 10 mg/day for 21 days, followed by 20 mg 3-4 hrs plus 50 mg sildenafil 
before intercourse for 6 months   6 40 15.0% 

700014 20 mg 3-5 hrs before coitus, not > 2 x per week   0 31  0.0% 
GI upset     
12020 10 mg/day for 3 weeks; followed by 20mg 3-4 hrs prior to intercourse   3 42  7.1% 
500005 10 mg/day for 21 days, followed by 20 mg 3-4 hrs before intercourse 

for 6 months  5 40 12.5% 

500005 10 mg/day for 21 days, followed by 20 mg 3-4 hrs plus 50 mg sildenafil 
before intercourse for 6 months  6 40 15.0% 

GI upset - minor     
12005 20 mg/day for 4 weeks   2 61  3.3% 
Headache     
700014 20 mg 3-5 hrs before coitus, not > 2 x per week   0 31  0.0% 
500005 10 mg/day for 21 days, followed by 20 mg 3-4 hrs before intercourse 

for 6 months 4 40 10.0% 

500005 10 mg/day for 21 days, followed by 20 mg 3-4 hrs plus 50 mg sildenafil 
before intercourse for 6 months 8 40 20.0% 
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Paroxetine     
Reference Description/Comments No. of AE's No. of 

Patients 
Rate 

Libido - reduced 
12005 20 mg/day for 4 weeks   3 61  4.9% 
12020 10 mg/day for 3 weeks; followed by 20mg 3-4 hrs prior to intercourse   2 42  4.8% 
12088 40 mg/day for 8 Weeks   1 17  5.9% 
Nasal congestion     
700014 20 mg 3-5 hrs before coitus, not > 2 x per week   0 31  0.0% 
Nausea     
700014 20 mg 3-5 hrs before coitus, not > 2 x per week   1 31  3.2% 
Orgasm - inhibited     
12005 20 mg/day for 4 weeks   3 61  4.9% 
Sensory confusion - mild     
12118 20 mg/day for 2 months 21 32 65.6% 
Sensory confusion - severe     
12118 20 mg/day for 2 months   1 32  3.1% 
Sleepiness     
12118 20 mg/day for 2 months 14 32 43.8% 
700014 20 mg 3-5 hrs before coitus, not > 2 x per week   0 31  0.0% 
Yawning     
700014 20 mg 3-5 hrs before coitus, not > 2 x per week   2 31  6.5% 
Yawning, perspiration, dry mouth, fatigue, nausea    
12088 20 mg/day for 8 weeks   6 17 35.3% 
12088 40 mg/day for 8 Weeks   7 17 41.2% 
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Placebo     

Reference Description/Comments No. of AE's No. of 
Patients 

Rate 

Anejaculation     
12139 145 mg/day mean final dosage   0 26   0.0% 
Any side effect     
12020 Placebo for 4 weeks after 3 week washout   0 13   0.0% 
12139 145 mg/day mean final dosage 16 26 61.5% 
Burning on micturation     
900017 5 mg/day for 2 weeks, 10 mg/day for 2 weeks   1 40   2.5% 
Change in stools     
900017 5 mg/day for 2 weeks, 10 mg/day for 2 weeks   1 40   2.5% 
Constipation     
12219 25 mg 6 hrs prior to coitus   2 10 20.0% 
Diarrhea     
12033 Placebo   1 15   6.7% 
12139 145 mg/day mean final dosage   1 26   3.8% 
Discontinued due to AE     
12139 145 mg/day mean final dosage   2 26   7.7% 
Dizziness     
12139 145 mg/day mean final dosage   1 26   3.8% 
Drowsiness     
12047 1 capsule day for 1 week, 2 per day later   2 53   3.8% 
12219 25 mg 6 hrs prior to coitus   1 10 10.0% 
Dry mouth     
12033 Placebo   0 15   0.0% 
12047 1 capsule day for 1 week, 2 per day later   0 53   0.0% 
12139 145 mg/day mean final dosage   2 26   7.7% 
Dyspepsia     
12139 145 mg/day mean final dosage   1 26   3.8% 
Erectile dysfunction     
12020 Placebo daily   2 42   4.8% 
Erectile dysfunction - minor      
12057 Placebo   1 18   5.6% 
Fatigue     
12139 145 mg/day mean final dosage   0 26   0.0% 
Flatulence     
12139 145 mg/day mean final dosage   1 26   3.8% 
Headache     
12020 Placebo PRN   1 42   2.4% 
12033 Placebo   3 15 20.0% 
12139 145 mg/day mean final dosage   3 26 11.5% 
Insomnia     
12139 145 mg/day mean final dosage   1 26   3.8% 
Libido - decreased     
900017 5 mg/day for 2 weeks, 10 mg/day for 2 weeks   1 40   2.5% 
Libido - increased     
900017 5 mg/day for 2 weeks, 10 mg/day for 2 weeks   1 40   2.5% 
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Placebo     
Reference Description/Comments No. of AE's No. of 

Patients 
Rate 

Nausea 
12047 1 capsule day for 1 week, 2 per day later   1 53   1.9% 
12139 145 mg/day mean final dosage   1 26   3.8% 
Nausea - mild     
12219 25 mg 6 hrs prior to coitus   1 10 10.0% 
Other     
12047 1 capsule day for 1 week, 2 per day later   3 53   5.7% 
Potency - reduced     
12047 1 capsule day for 1 week, 2 per day later   3 53   5.7% 
Sleepiness     
12033 Placebo   3 15 20.0% 
Somnolence     
12139 145 mg/day mean final dosage   3 26 11.5% 
Vomiting     
12047 1 capsule day for 1 week, 2 per day later   0 53   0.0% 
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Topical Anesthetics    

Reference Description/Comments No. of AE's No. of 
Patients 

Rate 
Delayed ejaculation     
500006 Prilocaine-lidocaine cream applied and left in place under a condom 

for 30 min and removed – used at least 5 times (range 5-9)   6 10  60.0% 

500006 Prilocaine-lidocaine cream applied and left in place under a condom 
for 45 min and removed – used at least 5 times (range 5-9) 10 10 100.0% 

Inability to reach orgasm     
500003 Lidocaine-prilocaine cream (1/2 tube) applied for 10 min, contained 

with condom, then removed.  Patients given 5 tubes and 12 condoms. 3 15  20.0% 

Numbness     
500006 Prilocaine-lidocaine cream applied and left in place under a condom 

for 30 min and removed – used at least 5 times (range 5-9)   6 10 60.0% 

500006 Prilocaine-lidocaine cream applied and left in place under a condom 
for 45 min and removed – used at least 5 times (range 5-9) 

10 10 100.0% 
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Sertraline     

Reference Description/Comments No. of AE's No. of 
Patients 

Rate 

Anejaculation     
12037 25 mg/day for 3 weeks   0 46   0.0% 
12037 100 mg/day for 3 weeks 10 46 21.7% 
12037 50 mg/day for 3 weeks  4 46   8.7% 
12139 121 mg/day mean final dosage  5 26 19.2% 
Anejaculation & withdrawal from study    
12057 50 mg/day for 4 weeks  2 19 10.5% 
Anorexia     
12037 50 mg/day for 3 weeks   1 46   2.2% 
12037 100 mg/day for 3 weeks   2 46   4.3% 
12037 25 mg/day for 3 weeks   0 46   0.0% 
700014 50 mg 3-5 hrs before coitus, not > 2 x per week   1 31   3.2% 
Anxiety     
12037 25 mg/day for 3 weeks   0 46   0.0% 
12037 50 mg/day for 3 weeks   0 46   0.0% 
12037 100 mg/day for 3 weeks   2 46   4.3% 
Any side effect     
12139 121 mg/day mean final dosage 17 26 65.4% 
Delayed ejaculation     
12013 50mg/day for 2 weeks / 50 mg at 5 pm when intercourse  1 24   4.2% 
Diarrhea     
12033 50 mg/day for 4 weeks  3 22 13.6% 
12139 121 mg/day mean final dosage  6 26 23.1% 
Discontinued due to AE     
12139 121 mg/day mean final dosage  0 26   0.0% 
Dizziness     
12037 25 mg/day for 3 weeks  1 46   2.2% 
12037 50 mg/day for 3 weeks  0 46   0.0% 
12037 100 mg/day for 3 weeks  0 46   0.0% 
12139 121 mg/day mean final dosage  3 26 11.5% 
500002 50 mg 4 hours prior to intercourse for 6 months, pts with primary PE  3 52   5.8% 
500002 50 mg 4 hours prior to intercourse for 6 months, pts with ED treated 

successfully with sildenafil  4 35 11.4% 

Drowsiness      
12037 100 mg/day for 3 weeks  2 46   4.3% 
12037 25 mg/day for 3 weeks  0 46   0.0% 
12037 50 mg/day for 3 weeks  1 46   2.2% 
12047 50 mg/day for 1 week, 100 mg/day later  7 53 13.2% 
700014 50 mg 3-5 hrs before coitus, not > 2 x per week  1 31   3.2% 
Drowsiness & anorexia      
12057 50 mg/day for 4 weeks  1 19   5.3% 
Dry mouth     
12003 50 mg/day  6 31 19.4% 
12033 50 mg/day for 4 weeks  2 22   9.1% 
12047 50 mg/day for 1 week, 100 mg/day later  4 53   7.5% 
12139 121 mg/day mean final dosage  4 26 15.4% 
500002 50 mg 4 hours prior to intercourse for 6 months, pts with primary PE  1 52   1.9% 
500002 50 mg 4 hours prior to intercourse for 6 months, pts with ED treated 

successfully with sildenafil  1 35   2.9% 

700014 50 mg 3-5 hrs before coitus, not > 2 x per week  0 31   0.0% 
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Sertraline     
Reference Description/Comments No. of AE's No. of 

Patients 
Rate 

Dyspepsia 
12037 50 mg/day for 3 weeks  1 46   2.2% 
12037 100 mg/day for 3 weeks  2 46   4.3% 
12037 25 mg/day for 3 weeks  0 46   0.0% 
12139 121 mg/day mean final dosage  2 26   7.7% 
Erectile dysfunction      
12037 25 mg/day for 3 weeks  0 46   0.0% 
12037 50 mg/day for 3 weeks  0 46   0.0% 
12037 100 mg/day for 3 weeks  2 46   4.3% 
12057 50 mg/day for 4 weeks  0 19   0.0% 
Fatigue     
12013 50mg/day for 2 weeks / 50 mg at 5 pm when intercourse  2 24   8.3% 
12139 121 mg/day mean final dosage  4 26 15.4% 
Flatulence      
12139 121 mg/day mean final dosage  2 26   7.7% 
Flushing     
700014 50 mg 3-5 hrs before coitus, not > 2 x per week  0 31   0.0% 
GI upset     
12057 50 mg/day for 4 weeks  2 19 10.5% 
Headache     
12033 50 mg/day for 4 weeks  6 22 27.3% 
12139 121 mg/day mean final dosage  3 26 11.5% 
700014 50 mg 3-5 hrs before coitus, not > 2 x per week  0 31   0.0% 
Insomnia     
12139 121 mg/day mean final dosage  3 26 11.5% 
Libido - reduced     
12037 25 mg/day for 3 weeks  0 46   0.0% 
12037 100 mg/day for 3 weeks  2 46   4.3% 
12037 50 mg/day for 3 weeks  0 46   0.0% 
12057 50 mg/day for 4 weeks  0 19   0.0% 
Nasal congestion      
700014 50 mg 3-5 hrs before coitus, not > 2 x per week  0 31   0.0% 
Nausea     
12003 50 mg/day  2 31   6.5% 
12047 50 mg/day for 1 week, 100 mg/day later  2 53   3.8% 
12139 121 mg/day mean final dosage  3 26 11.5% 
500002 50 mg 4 hours prior to intercourse for 6 months, pts with primary PE 2 52   3.8% 
500002 50 mg 4 hours prior to intercourse for 6 months, pts with ED treated 

successfully with sildenafil 3 35   8.6% 

700014 50 mg 3-5 hrs before coitus, not > 2 x per week  1 31   3.2% 
Numbness in extremities     
12013 50mg/day for 2 weeks / 50 mg at 5 pm when intercourse  1 24   4.2% 
Orgasmic intensity - reduced     
12057 50 mg/day for 4 weeks  0 19   0.0% 
Other      
12047 50 mg/day for 1 week, 100 mg/day later  0 53   0.0% 
Potency - reduced     
12047 50 mg/day for 1 week, 100 mg/day later  3 53   5.7% 
Sleepiness     
12033 50 mg/day for 4 weeks  6 22 27.3% 
700014 50 mg 3-5 hrs before coitus, not > 2 x per week  0 31   0.0% 
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Sertraline     
Reference Description/Comments No. of AE's No. of 

Patients 
Rate 

Somnolence 
12139 121 mg/day mean final dosage  2 26   7.7% 
Vomiting     
12047 50 mg/day for 1 week, 100 mg/day later  0 53   0.0% 
Yawning     
700014 50 mg 3-5 hrs before coitus, not > 2 x per week  0 31   0.0% 
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Sildenafil     

Reference Description/Comments No. of AE's No. of 
Patients 

Rate 
Anejaculation     
500005 10 mg/day paroxetine for 21 days, followed by 20 mg 3-4 hrs plus 50 

mg sildenafil before intercourse for 6 months 1 40  2.5% 

Anorexia     
700014 50 mg 3-5 hrs before coitus, not > 2 x per week 0 31 0.0% 
Decreased libido     
500005 10 mg/day paroxetine for 21 days, followed by 20 mg 3-4 hrs plus 50 

mg sildenafil before intercourse for 6 months 1 40 2.5% 

Drowsiness     
700014 50 mg 3-5 hrs before coitus, not > 2 x per week 0 31 0.0% 
Dry mouth     
700014 50 mg 3-5 hrs before coitus, not > 2 x per week 0 31 0.0% 
Flushing     
500005 10 mg/day paroxetine for 21 days, followed by 20 mg 3-4 hrs plus 50 

mg sildenafil before intercourse for 6 months 6 40 20.0% 

700014 50 mg 3-5 hrs before coitus, not > 2 x per week 2 31 6.5% 
GI upset/nausea     
500005 10 mg/day paroxetine for 21 days, followed by 20 mg 3-4 hrs plus 50 

mg sildenafil before intercourse for 6 months  6 40 15.0% 

Headache     
500005 10 mg/day paroxetine for 21 days, followed by 20 mg 3-4 hrs plus 50 

mg sildenafil before intercourse for 6 months 8 40 15.0% 

700014 50 mg 3-5 hrs before coitus, not > 2 x per week 2 31 6.5% 
Nasal congestion     
700014 50 mg 3-5 hrs before coitus, not > 2 x per week 1 31 3.2% 
Nausea     
700014 50 mg 3-5 hrs before coitus, not > 2 x per week 0 31 0.0% 
Sleepiness     
700014 50 mg 3-5 hrs before coitus, not > 2 x per week 0 31 0.0% 
Yawning     
700014 50 mg 3-5 hrs before coitus, not > 2 x per week 0 31 0.0% 
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Treatment regimen Latency in Seconds 

Treatment 
Groups Week Dosage 

Treatment 
Duration 

Number of 
Patients 

 
Mean 

 
SD 

 
Min 

 
Max 

Waldinger, M. D., Zwinderman, A. H., Olivier, B. SSRIs and ejaculation: a double-blind, randomized, fixed-dose study with paroxetine and 
citalopram. J Clin Psychopharmacol 2001 Dec; 21: 556-60. (ProCite no. 795220) 

 
1 Baseline  6 weeks 15  21*    
 1 10 mg/day   34    
 2 20 mg/day   43    
 3 20 mg/day   40    
 4 20 mg/day   33    
 5 20 mg/day   44    
 6 20 mg/day   43    

   * Geometric means 
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Treatment regimen Latency in Seconds 

Treatment 
Groups Week Dosage 

Treatment 
Duration 

Number of 
Patients 

 
Mean 

 
SD 

 
Min 

 
Max 

Abdel-Hamid, I. A., El Naggar, E. A., El Gilany, A. H. Assessment of as needed use of pharmacotherapy and the pause-squeeze technique in 
premature ejaculation. Int J Impot Res. 2001 Feb; 13: 41-5. (ProCite no. 700014) 
 

1 Baseline   31   60  30   90 
         

 
Overall/ 

entire time 
period 

25 mg 3-5 hrs before 
coitus, not > 2 x per 
week 

4 weeks + 2 
week washout 28 240  60 480 

                                                   Crossover design - 2-week washout period 
Althof, S. E., Levine, S. B., Corty, E. W., Risen, C. B., Stern, E. B., Kurit, D. M. A double-blind crossover trial of clomipramine for rapid ejaculation in 
15 couples. J Clin Psychiatry. 1995 Sep; 56: 402-7. (ProCite no. 12146) 

 
1 Baseline   15 81    

 

 
Overall/ 

entire time 
period 

1-4 week run-out period 
3 intercourse attempts 1-4 weeks 15 80    

   Crossover design, time points vary to allow for normal pattern of intercourse attempts 

 
Overall/ 

entire time 
period 

25 mg/day for 2-7 weeks 
5 intercourse attempts 2-7 weeks 15 202    

 
Overall/ 

entire time 
period 

50 mg/day for 2-7 weeks 
5 intercourse attempts 2-7 weeks 15 419    

Kim, S. C., Seo, K. K. Efficacy and safety of fluoxetine, sertraline and clomipramine in patients with premature ejaculation: a double-blind, placebo 
controlled study. J Urol 1998 Feb; 159: 425-7. (ProCite no. 12047) 
 

1 Baseline   53  46  41   
 

 
Overall/ 

entire time 
period 

25 mg/day for 1 week, 
50 mg/day later 4 weeks 37 345 401   

   Crossover design - 4-week washout period 

Montorsi, F., Guazzoni, G., Trimboli, F., Rigatti, P., Pizzini, G., Miani, A. Clomipramine for premature ejaculation: a randomized, double blind, 
placebo controlled study. Acta Urol Ital. 1995; 1: 5-6. (ProCite no. 500007) 

1 Baseline        

 
Overall/ 

entire time 
period 

50 mg/day given at 
bedtime for 8 weeks 
(following 8 weeks 
placebo treatment) 

8 weeks 17     

   Only efficacy outcome is 5 (29.4%) complete response, 6 (35.3%) partial response, 6 (35.3%) failure 
2 Baseline        

 
Overall/ 

entire time 
period 

50 mg/day given at 
bedtime for 8 weeks 
(presumably continued 
for at least 3 months) 

8 weeks 16     

   Only efficacy outcome is 4 (25.0%) complete response, 4 (25.0%) partial response, 8 (50.0%) failure 
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Treatment regimen Latency in Seconds 

Treatment 
Groups Week Dosage 

Treatment 
Duration 

Number of 
Patients 

 
Mean 

 
SD 

 
Min 

 
Max 

Rowland, D. L., De Gouveia Brazao, C. A., Koos Slob, A. Effective daily treatment with clomipramine in men with premature ejaculation when 25 
mg (as required) is ineffective. BJU Int. 2001 Mar; 87: 357-60. (ProCite no. 795018) 
 

1 Baseline  9 weeks 4  26    
         

 3 
1 mg/day for 3 weeks 
then 20 mg/day for 3 
weeks* 

 4  51 
   

 6 
1 mg/day for 3 weeks 
then 20 mg/day for 3 
weeks 

 4  92 
   

 9 
1 mg/day for 3 weeks 
then 20 mg/day for 3 
weeks 

 4 221 
   

   These are patients who failed 25 mg clomipramine PRN 
   * This value is a median from a graph 
Segraves, R. T., Saran, A., Segraves, K., Maguire, E. Clomipramine versus placebo in the treatment of premature ejaculation: a pilot study. J Sex 
Marital Ther. 1993 Fall; 19: 198-200. (ProCite no. 12219) 

         

1 
Overall/ 

entire time 
period 

25 mg 6 hrs prior to 
coitus, could double dose 
to 50 mg after 2 attempts 
at coitus and no side 
effects 

10 attempts at 
coitus 10 366    

Strassberg, D. S., de Gouveia Brazao, C. A., Rowland, D. L., Tan, P., Slob, A. K. Clomipramine in the treatment of rapid (premature) ejaculation. J 
Sex Marital Ther 1999;25:89-101. (ProCite no. 12022) 
                                                     

1 
Overall/ 

entire time 
period 

25 mg 4 hrs precoitus 2 weeks 22 229 286   

   PE patients – crossover design, no washout – 2 weeks drug, then 2 weeks placebo and vice-versa 

2 
Overall/ 

entire time 
period 

25 mg 4 hrs precoitus 2 weeks  4 665 307   

   Normal controls - crossover design, no washout period - 2 weeks drug, then 2 weeks placebo and vice-versa 
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Treatment regimen Latency in Seconds 

Treatment
Groups Week Dosage 

Treatment 
Duration 

Number of 
Patients Mean SD Min Max 

Atan, A., Basar, M. M., Aydoganli, L. Comparison of the efficacy of fluoxetine alone vs. fluoxetine plus local lidocaine ointment in the treatment of 
premature ejaculation. Arch Esp Urol. 2000 Nov; 53: 856-8. (ProCite no. 795257) 
 

1 7 20 mg/day for 1 week, 
40 mg/day later 7 weeks 26     

 Only efficacy outcome is 8 (30.8%) cured, 11 (42.3%) improved, 7 (26.9%) failed 
Haensel, SM, Klem, Tmal, Hop, WJC and Slob, AK Fluoxetine and Premature Ejaculation. J Clinical Psychopharmacology. 1998; 18: 1-6. (ProCite 
no. 900017) 
 

1 
Baseline 

(pts with PE 
only) 

 
4 weeks  9  73  22   

 

Overall/ 
entire time 

period 

5 mg/day for 2 weeks, 10 
mg/day for 2 weeks   9     

   (Latency increase 180% with Confidence Interval 80%-450%) 

2 
Baseline 
(pts with 
ED only) 

 
4 weeks  7 360  91   

 
Overall/ 

entire time 
period 

5 mg/day for 2 weeks, 10 
mg/day for 2 weeks 
 

  7     

   (1/6 increase latency, 4/6 decrease) 

3 
Baseline 
(pts with 

ED and PE) 

 
4 weeks   9  89  22   

 
Overall/ 

entire time 
period 

5 mg/day for 2 weeks, 10 
mg/day for 2 weeks 
 

   9     

   (6/8 increase latency, 1/8 decrease, 1/8 no change) 

4 
Baseline 
(Normal 
controls) 

 
4 weeks 15 535 116   

 
Overall/ 

entire time 
period 

5 mg/day for 2 weeks, 10 
mg/day for 2 weeks 
 

 15     

   (7/15 increase latency, 8/15 decrease latency) 
                                                 All groups had Fluoxetine and Placebo in random order – 4-week washout period 
Kara, H., Aydin, S., Yucel, M., Agargun, M. Y., Odabas, O., Yilmaz, Y. The efficacy of fluoxetine in the treatment of premature ejaculation: a double-
blind placebo controlled study. J Urol. 1996 Nov; 156: 1631-2. (ProCite no. 12110) 
 

1 Baseline  4 weeks 9  25  13   
         

 4 20 mg/day for 1 week, 
40 mg/day later  7 180 100   

Kim, S. C., Seo, K. K. Efficacy and safety of fluoxetine, sertraline and clomipramine in patients with premature ejaculation: a double-blind, placebo 
controlled study. J Urol 1998 Feb;159: 425-7. (ProCite no. 12047) 
 

2 Baseline  4 weeks 53  46  41   
 

 
Overall/ 

entire time 
period 

20 mg/day for 1 week, 
40 mg/day later  37 138 125   

                                                   Crossover design - 4-week washout period 
Lee, H. S., Song, D. H., Kim, C. H., Choi, H. K. An open clinical trial of fluoxetine in the treatment of premature ejaculation. J Clin Psychopharmacol. 
1996 Oct; 16: 379-82. (ProCite no. 12112) 
 

1 Baseline  8 weeks 14   55     3   
         

 8 
20 mg/day for 1-2 
weeks, titrated to 60 
mg/day later 

 11 578 420   

                                                  2 week washout before active drug 
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Treatment regimen Latency in Seconds 

Treatment
Groups Week Dosage 

Treatment 
Duration 

Number of 
Patients Mean SD Min Max 

Raju, G. A. R., Naidu, M. U. R., Ramesh T., Schobha, J. C. Evaluation of fluoxetine in premature ejaculation. Indian Journal of Pharmacology. 
1997; 29: 204-5.  (ProCite no. 500001). 
 

1 Baseline  4 weeks 44 10.7  4   
 

 
Overall/ 

entire time 
period 

20 mg/day in the 
morning for 4 weeks  44 3.2 2   

                                                   Crossover design - 4-week washout period, Mean and SD – Total GRISS Score 
Waldinger, M. D., Hengeveld, M. W., Zwinderman, A. H., Olivier, B. Effect of SSRI antidepressants on ejaculation: a double-blind, randomized, 
placebo-controlled study with fluoxetine, fluvoxamine, paroxetine, and sertraline. J Clin Psychopharmacol. 1998 Aug; 18: 274-81. (ProCite no. 
12044) 
                                                     

1 Baseline   6 weeks 10  21  12   
 

 6 20 mg/day  10 211 251   
         

Yilmaz, U., Tatlisen, A., Turan, H., Arman, F., Ekmekcioglu, O. The effects of fluoxetine on several neurophysiological variables in patients with 
premature ejaculation. J Urol. 1999 Jan; 161: 107-11. (ProCite no. 12032) 
                                                     

1 Baseline  4 weeks 20  72  60   
 

 4 20 mg/day for 1 week, 
40 mg/day later  20 396 462   
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Treatment regimen Latency in Seconds 

Treatment
Groups Week Dosage 

Treatment 
Duration 

Number of 
Patients Mean SD Min Max 

Atan, A., Basar, M. M., Aydoganli, L. Comparison of the efficacy of fluoxetine alone vs. fluoxetine plus local lidocaine ointment in the treatment of 
premature ejaculation. Arch Esp Urol. 2000 Nov; 53: 856-8. (ProCite no. 795257) 
 

2 7 Fluoxetine 20 mg/day + 
local lidocaine cream 7 weeks 17     

                                                  Only efficacy outcome is 9 (52.9%) cured, 5 (29.4%) improved and 3 (17.6%) failed. 
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Treatment regimen Latency in Seconds 

Treatment
Groups Week Dosage 

Treatment 
Duration 

Number of 
Patients Mean SD Min Max 

Waldinger, M. D., Hengeveld, M. W., Zwinderman, A. H., Olivier, B. Effect of SSRI antidepressants on ejaculation: a double-blind, randomized, 
placebo-controlled study with fluoxetine, fluvoxamine, paroxetine, and sertraline. J Clin Psychopharmacol. 1998 Aug; 18: 274-81. (ProCite no. 
12044) 
                                                     

2 Baseline   6 weeks 10 15 17   
   
 6 100 mg/day  10 55 70   
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Treatment regimen Latency in Seconds 

Treatment 
Groups Week Dosage 

Treatment 
Duration 

Number of 
Patients 

 
Mean 

 
SD 

 
Min 

 
Max 

Waldinger, M. D., Zwinderman, A. H., Olivier, B. Antidepressants and ejaculation: a double-blind, randomized, placebo- controlled, fixed-dose study 
with paroxetine, sertraline, and nefazodone. J Clin Psychopharmacol. 2001 Jun; 21: 293-7. (ProCite no. 795222) 

        
4 Baseline  6 weeks 12  17*   

 1 400 mg/day morning and 
evening   19   

 2 400 mg/day morning and 
evening   14   

 3 400 mg/day morning and 
evening   26   

 4 400 mg/day morning and 
evening   28   

 5 400 mg/day morning and 
evening   16   

 6 400 mg/day morning and 
evening   18   

   * Geometric means 
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Treatment regimen Latency in Seconds 

Treatment
Groups Week Dosage 

Treatment 
Duration 

Number of 
Patients Mean SD Min Max 

Abdel-Hamid, I. A., El Naggar, E. A., El Gilany, A. H. Assessment of as needed use of pharmacotherapy and the pause-squeeze technique in 
premature ejaculation. Int J Impot Res. 2001 Feb; 13: 41-5. (ProCite no. 700014) 
 

2 Baseline   31   60    30 90 
         

 

Overall/ 
entire time 

period 

20 mg 3-5 hrs before 
coitus, not > 2 x per 
week 

4 weeks + 2 
week washout 

29 240  120 600 

   Crossover design - 2-week washout period 
Ludovico, G. M., Corvasce, A., Pagliarulo, G., Cirillo-Marucco, E., Marano, A., Pagliarulo, A. Paroxetine in the treatment of premature ejaculation. 
Br J Urol. 1996 Jun; 77: 881-2. (ProCite no. 12118) 
                                                     

1 
Baseline 
(latency 
< 1 min.) 

  2 months 32     

 8 20 mg/day  32   900 1200 
McMahon, C. G., Touma, K. Treatment of premature ejaculation with paroxetine hydrochloride. Int J Impot Res. 1999 Oct; 11: 241-245; discussion 
246. (ProCite no. 12005) 
                                                     

1 Baseline   61  24    
 4 20 mg/day 4 weeks 61 270    

 8 
20 mg single dose 3-4 
hrs precoitus 
 

4 weeks  53* 
 234    

   * Only included responders to first 4-week trial 
2 Baseline   33  24    

 4 20 mg single dose 3-4 
hrs precoitus 4 weeks 33  90    

McMahon, C. G., Touma, K. Treatment of premature ejaculation with paroxetine hydrochloride as needed: 2 single-blind placebo controlled 
crossover studies. J Urol. 1999 Jun; 161: 1826-30. (ProCite no. 12020) 

Study a         

1a Baseline  
  13  18    

   Crossover design - drug, 3-week washout, then placebo 

 4 20 mg single dose 3-4 
hrs precoitus 4 weeks 13 192    

2a 11 20 mg single dose 3-4 
hrs precoitus 4 weeks 13 210    

 
Study b         

1b Baseline  
  21  30    

 3 10 mg/day 3 weeks 21 258    

 7 20 mg single dose 3-4 
hrs precoitus 4 weeks 21 348    

2b 13 3-week washout, then 20 
mg/day for 3 weeks 6 weeks 21 198    

 17 20 mg single dose 3-4 
hrs precoitus  4 weeks 21 366    
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Treatment regimen Latency in Seconds 

Treatment
Groups Week Dosage 

Treatment 
Duration 

Number of 
Patients Mean SD Min Max 

Salonia, A., Maga, T., Columbo, R., Scattoni, V., Briganti, A., Cestari, A., Guazzoni, G., Rigati, P., Montorsi, F. A prospective study comparing 
paroxetine alone versus paroxetine plus sildenafil in patients with premature ejaculation. J Urol. 2002 Dec; 168: 2486-9. (ProCite no. 500005) 

1 Baseline  
  40     .33 .04   

 12 
10 mg/day for 21 days, 
followed by 20 mg 3-4 
hrs before intercourse  

3 months 40 3.7 .10   

 24 
10 mg/day for 21 days, 
followed by 20 mg 3-4 
hrs before intercourse 

6 months 40 4.2 .03   

2 Baseline   40    .35 .05   

 12 

10 mg/day paroxetine for 
21 days, followed by 20 
mg 3-4 hrs plus 50 mg 
sildenafil before 
intercourse 

3 months 40 4.5 .07   

 24 

10 mg/day paroxetine for 
21 days, followed by 20 
mg 3-4 hrs plus 50 mg 
sildenafil before 
intercourse 

6 months 40 5.3 .02   

Waldinger, M. D., Zwinderman, A. H., Olivier, B. SSRIs and ejaculation: a double-blind, randomized, fixed-dose study with paroxetine and 
citalopram. J Clin Psychopharmacol 2001 Dec; 21: 556-60. (ProCite no. 795220) 
 

1 Baseline  6 weeks 15    18*    
 1 20 mg/day     34    
 2 20 mg/day     57    
 3 20 mg/day   116    
 4 20 mg/day   141    
 5 20 mg/day   170    
 6 20 mg/day   152    

   * Geometric means 
 
Waldinger, M. D., Zwinderman, A. H., Olivier, B. Antidepressants and ejaculation: a double-blind, randomized, placebo- controlled, fixed-dose study 
with paroxetine, sertraline, and nefazodone. J Clin Psychopharmacol. 2001 Jun; 21: 293-7. (ProCite no. 795222) 

2 Baseline  6 weeks 12     17*    

 1 20 mg/day morning and 
evening     37    

 2 20 mg/day morning and 
evening     71    

 3 20 mg/day morning and 
evening   119    

 4 20 mg/day morning and 
evening     88    

 5 20 mg/day morning and 
evening   146    

 6 20 mg/day morning and 
evening   108    

   * Geometric means 
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Treatment regimen Latency in Seconds 

Treatment
Groups Week Dosage 

Treatment 
Duration 

Number of 
Patients Mean SD Min Max 

Waldinger, M. D., Hengeveld, M. W., Zwinderman, A. H., Olivier, B. Effect of SSRI antidepressants on ejaculation: a double-blind, randomized, 
placebo-controlled study with fluoxetine, fluvoxamine, paroxetine, and sertraline. J Clin Psychopharmacol. 1998 Aug; 18: 274-81. (ProCite no. 
12044) 

Study a         
3a Baseline  6 weeks 11   16    10   

 6 20 mg/day  11 476 1146   
 

Study b         

1b 
Baseline 
(BL < 60 

sec) 
 6 weeks 12  18    13   

 6 
 20 mg/day  11  92    

   (latency increase 580%) 
3b Baseline 

(BL > 60 
sec)  

 6 weeks 5  82    27   

 
6  
 20 mg/day  5 602    

 (latency increase 596%) 
Waldinger, M. D., Hengeveld, M. W., Zwinderman, A. H. Ejaculation-retarding properties of paroxetine in patients with primary premature 
ejaculation: a double-blind, randomized, dose-response study. Br J Urol. 1997 Apr; 79: 592-5. (ProCite no. 12088) 
                                                     

1 Baseline  8 weeks 17   13    
 3 20 mg/day  14 300    
 8 20 mg/day  14 300    

 
2 Baseline  8 weeks 17   10    
 3 20 mg/day  13 240    
 8 20 mg/day  13 540    

Waldinger, M. D., Hengeveld, M. W., Zwinderman, A. H. Paroxetine treatment of premature ejaculation: a double-blind, randomized, placebo-
controlled study. Am J Psychiatry. 1994 Sep; 151: 1377-9. (ProCite no. 12172) 
                                                     

1 Baseline  6 weeks 8   30    

 3 
20 mg/day for 1 week, 
40 mg/day for 5 weeks 
 

 8 450  
 180 1200 

 
 6 20 mg/day for 1 week, 

40 mg/day for 5 weeks  8 
 600  300 1200 

   Latency assessed by patient 
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Treatment regimen Latency in Seconds 

Treatment 
Groups Week Dosage 

Treatment 
Duration 

Number of 
Patients 

 
Mean 

 
SD 

 
Min 

 
Max 

Abdel-Hamid, I. A., El Naggar, E. A., El Gilany, A. H. Assessment of as needed use of pharmacotherapy and the pause-squeeze technique in 
premature ejaculation. Int J Impot Res. 2001 Feb; 13: 41-5. (ProCite no. 700014) 

        
5 Baseline   31   60  30   90 

 
Overall/ 

entire time 
period 

 4 weeks + 2 
week washout 29 180 

 
60 420 

   Crossover design – 2-week washout period 
   (Study unclear about washout period for this group) 
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Treatment regimen Latency in Seconds 

Treatment 
Groups Week Dosage 

Treatment 
Duration 

Number of 
Patients 

 
Mean 

 
SD 

 
Min 

 
Max 

Beretta, G., Chelo, E., Fanciullacci, F., Zanollo, A. Effect of an alpha-blocking agent (phenoxybenzamine) in the management of premature 
ejaculation. Acta Europaea Fertilitatis. 1986 Jan-Feb; 17: 43-5. (ProCite no. 12350) 

        
1 Baseline   8   83    

 
Overall/ 

entire time 
period 

10 mg/day  8 338 
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Treatment regimen Latency in Seconds 

Treatment
Groups Week Dosage 

Treatment 
Duration 

Number of 
Patients Mean SD Min Max 

Althof, S. E., Levine, S. B., Corty, E. W., Risen, C. B., Stern, E. B., Kurit, D. M. A double-blind crossover trial of clomipramine for rapid ejaculation in 
15 couples. J Clin Psychiatry. 1995 Sep; 56: 402-7. (ProCite no. 12146) 
 

1 
Overall/ 

entire time 
period 

1 capsule/day for 2-7 
weeks – 5 intercourse 
attempts 

2-7 weeks 15 137    

                                                 Crossover design, time points vary to allow for normal pattern of intercourse attempts 
Biri, H., Isen, K., Sinik, Z., Onaran, M., Kupeli, B., Bozkirli, I. Sertraline in the treatment of premature ejaculation: a double-blind placebo controlled 
study. Int Urol Nephrol. 1998; 30: 611-5. (ProCite no. 12033) 
                            

2 Baseline  4 weeks 15   44 20   
 4 Placebo control  15 114 94   

Cooper, A. J., Magnus, R. V. A clinical trial of the beta blocker propranolol in premature ejaculation. J Psychosom Res. 1984; 28: 331-6. (ProCite 
no. 12387) 

         

1 
Overall/ 

entire time 
period 

Placebo 4 weeks 12 102    

Kara, H., Aydin, S., Yucel, M., Agargun, M. Y., Odabas, O., Yilmaz, Y. The efficacy of fluoxetine in the treatment of premature ejaculation: a double-
blind placebo controlled study. J Urol. 1996 Nov; 156: 1631-2. (ProCite no. 12110) 
 

1 Baseline  4 weeks 8 30   9   

 4 
1 capsule/day for 1 
week, 2 capsule/day 
later 

 7 60 47   

Kim, S. C., Seo, K. K. Efficacy and safety of fluoxetine, sertraline and clomipramine in patients with premature ejaculation: a double-blind, placebo 
controlled study. J Urol 1998 Feb;159:425-7. (ProCite no. 12047) 
 

4 Baseline   53  46  41   

 

Overall/ 
entire time 

period 

1 capsule/day for 1 
week, 2 capsule/day 
later 

4 weeks 37 136 227   

   Crossover design - 4-week washout period 

Montorsi, F., Guazzoni, G., Trimboli, F., Rigatti, P., Pizzini, G., Miani, A. Clomipramine for premature ejaculation: a randomized, double blind, 
placebo controlled study. Acta Urol Ital. 1995; 1: 5-6. (ProCite no. 500007) 

1 Baseline        

 
Overall/ 

entire time 
period 

8 weeks placebo 
treatment 8 weeks 17     

   Only efficacy outcome is 1 (5.9%)  complete response, 2 (11.8%) partial response, 14 (82.3%) failure 
McMahon, C. G., Touma, K. Treatment of premature ejaculation with paroxetine hydrochloride as needed: 2 single-blind placebo controlled 
crossover studies. J Urol. 1999 Jun; 161: 1826-30. (ProCite no. 12020) 

Study a         

1a 11 Placebo for 4 weeks 
after 3 week washout 4 weeks 13 27    

2a Baseline   13 18    

 4 Placebo for 3 weeks, 
then 3 week washout 4 weeks 13 36    

 
Study b         

1b 13 
3 week washout, then 
placebo daily for 3 
weeks 

6 weeks 21 54    

 17 Placebo 3-4 hours 
before coitus for 4 weeks 4 weeks 21 36    

 
2b Baseline   21 30    

 3 Placebo daily for 3 
weeks 3 weeks 21 48    

 7 Placebo 3-4 hours 
before coitus for 4 weeks 4 weeks 21 66    
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Treatment regimen Latency in Seconds 

Treatment
Groups Week Dosage 

Treatment 
Duration 

Number of 
Patients Mean SD Min Max 

McMahon, C. G. Treatment of premature ejaculation with sertraline hydrochloride: a single-blind placebo controlled crossover study. J Urol. 1998 
Jun; 159: 1935-8. (ProCite no. 12057) 

1 12 Placebo for 4 weeks,  4 weeks 19 30    
   Crossover design - 4-week washout 

2 Baseline   18 18    
 4 End of placebo 4 weeks 18 30    

   Crossover design - 4-week washout 
 8 Washout for 4 weeks 4 weeks          18 30    

Mendels, J., Camera, A., Sikes, C. Sertraline treatment for premature ejaculation. J Clin Psychopharmacol. 1995 Oct; 15: 341-6. (ProCite no. 
12139) 
 

2 Baseline  8 weeks 26 66 81   

 8 

145 mg/day mean final 
dosage, 50 mg/day 
titrated to 200 mg/day 
during weeks 1-3 

 22 111 221   

Segraves, R. T., Saran, A., Segraves, K., Maguire, E. Clomipramine versus placebo in the treatment of premature ejaculation: a pilot study. J Sex 
Marital Ther. 1993 Fall; 19: 198-200. (ProCite no.12219) 

         

2 
Overall/ 

entire time 
period 

25 mg 6 hrs prior to 
coitus 

10 attempts at 
coitus 10 51    

   (Could double dose to 50 mg after 2 attempts at coitus and no side effects) 
Strassberg, D. S., de Gouveia Brazao, C. A., Rowland, D. L., Tan, P., Slob, A. K. Clomipramine in the treatment of rapid (premature) ejaculation. J 
Sex Marital Ther 1999; 25:89-101. (ProCite no. 12022) 
                                                     

1 
Overall/ 

entire time 
period 

25 mg taken 4 hr 
precoitus  2  weeks 22  52  45   

   PE patients – crossover design, no washout – 2 weeks drug, then 2 weeks placebo and vice-versa 

2 
Overall/ 

entire time 
period 

25 mg taken 4 hr 
precoitus 2  weeks   4 491 245   

   Normal controls - crossover design, no washout period - 2 weeks drug, then 2 weeks placebo and vice-versa 
Waldinger, M. D., Zwinderman, A. H., Olivier, B. Antidepressants and ejaculation: a double-blind, randomized, placebo- controlled, fixed-dose study 
with paroxetine, sertraline, and nefazodone. J Clin Psychopharmacol. 2001 Jun; 21: 293-7. (ProCite no. 795222) 

        
1 Baseline  6 weeks 12  15*   

 1 Placebo morning and 
evening   21   

 2 Placebo morning and 
evening   19   

 3 Placebo morning and 
evening   19   

 4 Placebo morning and 
evening   24   

 5 Placebo morning and 
evening   19   

 6 Placebo morning and 
evening   18   

   * Geometric means 
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Treatment regimen Latency in Seconds 

Treatment
Groups Week Dosage 

Treatment 
Duration 

Number of 
Patients Mean SD Min Max 

Waldinger, M. D., Hengeveld, M. W., Zwinderman, A. H., Olivier, B. Effect of SSRI antidepressants on ejaculation: a double-blind, randomized, 
placebo-controlled study with fluoxetine, fluvoxamine, paroxetine, and sertraline. J Clin Psychopharmacol. 1998 Aug; 18: 274-81. (ProCite no. 
12044) 
                                                     
Study a         

5a Baseline     9 19 15   
 6 Placebo control  6 weeks   9 29 25   

 
Study b         

2b Baseline    12 18    

 
6 
 Placebo control  6 weeks   9     

   (no sig. increase in latency) 
4b Baseline     3 82 27   

 6 Placebo control 6 weeks   2     
   (no sig. increase in latency) 
Waldinger, M. D., Hengeveld, M. W., Zwinderman, A. H. Paroxetine treatment of premature ejaculation: a double-blind, randomized, placebo-
controlled study. Am J Psychiatry. 1994 Sep; 151: 1377-9. (ProCite no. 12172) 
                                                     

2 Baseline  6 weeks 9 15  5   90 

 
3 

1 capsule/day for 1 
week, 2 capsule/day for 
5 weeks 

 8 20  5 120 

 
 

6 
1 capsule/day for 1 
week, 2 capsule/day for 
5 weeks 

 8 
 15  5 120 

   Latency assessed by patient 
Yilmaz, U., Tatlisen, A., Turan, H., Arman, F., Ekmekcioglu, O. The effects of fluoxetine on several neurophysiological variables in patients with 
premature ejaculation. J Urol. 1999 Jan; 161: 107-11. (ProCite no. 12032) 
 

2 Baseline  4 weeks 20  66 78   
   
 4 Placebo control  20 288 60   
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Treatment regimen Latency in Seconds 

Treatment 
Groups Week Dosage 

Treatment 
Duration 

Number of 
Patients 

 
Mean 

 
SD 

 
Min 

 
Max 

Cooper, A. J., Magnus, R. V. A clinical trial of the beta blocker propranolol in premature ejaculation. J Psychosom Res. 1984; 28: 331-6. (ProCite 
no. 12387) 

 
1 Baseline   12     
 4 Run-in period 4 weeks    90    
 8 Washout period 4 weeks    90    

 
Overall/ 

entire time 
period 

120 mg/day   102    
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Treatment regimen Latency in Seconds 

Treatment 
Groups Week Dosage 

Treatment 
Duration 

Number of 
Patients 

 
Mean 

 
SD 

 
Min 

 
Max 

Abdel-Hamid, I. A., El Naggar, E. A., El Gilany, A. H. Assessment of as needed use of pharmacotherapy and the pause-squeeze technique in 
premature ejaculation. Int J Impot Res. 2001 Feb; 13: 41-5. (ProCite no. 700014) 
 

3 Baseline  4 weeks + 2 
week washout 31   60  30   90 

 
Overall/ 

entire time 
period 

50 mg/3-5 hrs before 
coitus, not > 2 x per week  29 180  60 600 

   Crossover design - 2-week washout period 
Biri, H., Isen, K., Sinik, Z., Onaran, M., Kupeli, B., Bozkirli, I. Sertraline in the treatment of premature ejaculation: a double-blind placebo controlled 
study. Int Urol Nephrol. 1998; 30: 611-5. (ProCite no. 12033) 

 
1 Baseline  4 weeks 22   41   13   
 4 50 mg/day  22 325 262   

Chia, S. J. Management of premature ejaculation - a comparison of treatment outcome in patients with and without erectile dysfunction. Int J 
Androl. 2002; 25: 301-5. (ProCite no. 500002)  
 

1 

Baseline 
(pts with 

primary PE) 

 
6 months 52     46    

 

Overall/ 
entire time 

period 

50 mg 4 hours prior to 
intercourse for 6 months  52 247.2    

 

2 
Baseline 
(pts with 
ED only) 

 
6 months  35   34.6     

 
Overall/ 

entire time 
period 

50 mg 4 hours prior to 
intercourse for 6 months   35 111.6    

   (Pts with ED treated successfully with sildenafil. Pts with PE prior to ED excluded) 
Kim, S. W., Paick, J. S. Short-term analysis of the effects of as needed use of sertraline at 5 PM for the treatment of premature ejaculation. Urology. 
1999 Sep; 54: 544-7. (ProCite no. 12013) 

 
1 Baseline   18  23  19   
 2 50 mg/day  2 weeks  354 252   

 4 

50 mg/day at 5 pm on 
days when intercourse 
planned, dose titrated to 
100 mg in week 3 if 
needed 

2 weeks  306 228   

 6 
50 mg/day at 5 pm on 
days when intercourse 
planned 

2 weeks  270 162   

Kim, S. C., Seo, K. K. Efficacy and safety of fluoxetine, sertraline and clomipramine in patients with premature ejaculation: a double-blind, placebo 
controlled study. J Urol. 1998 Feb; 159: 425-7. (ProCite no. 12047) 
 

3 Baseline   53   46   41   

 
Overall/ 

entire time 
period 

50 mg/day for 1 week, 
100 mg/day later 4 weeks 37 256 341   

   Crossover design - 4-week washout period 
McMahon, C. G. Treatment of premature ejaculation with sertraline hydrochloride. Int J Impot Res. 1998 Sep; 10: 181-4; discussion 185. (ProCite 
no. 12037) 
 

1 Baseline  15 weeks 46   60      0   300 
 3 25 mg/day   456      0 1200 
 6 Washout       

 9 50 mg/day (4 pts w 
anejaculation)   786  420  

 12 Washout       

 15 100 mg/day (10 pts w 
anejaculation)   984  420  
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Treatment regimen Latency in Seconds 

Treatment 
Groups Week Dosage 

Treatment 
Duration 

Number of 
Patients 

 
Mean 

 
SD 

 
Min 

 
Max 

McMahon, C. G. Treatment of premature ejaculation with sertraline hydrochloride: a single-blind placebo controlled crossover study. J Urol. 1998 
Jun; 159: 1935-8. (ProCite no. 12057) 

 
1 Baseline  4 weeks 19   18    
 4 50 mg/day  19 204    
 8 Washout  19   36    

2 12 50 mg/day  18 180    
   Crossover design - 4-week washout period 
Mendels, J., Camera, A., Sikes, C. Sertraline treatment for premature ejaculation. J Clin Psychopharmacol. 1995 Oct; 15: 341-6. (ProCite no. 
12139) 
 

1 Baseline  8 weeks 26   59   69   

 8 121 mg/day mean final 
dosage  22 326 337   

   * 50 mg/day titrated to 200 mg/day during weeks 1-3 
Waldinger, M. D., Zwinderman, A. H., Olivier, B. Antidepressants and ejaculation: a double-blind, randomized, placebo- controlled, fixed-dose study 
with paroxetine, sertraline, and nefazodone. J Clin Psychopharmacol. 2001 Jun; 21: 293-7. (ProCite no. 795222) 
 

3 Baseline  6 weeks 12   14*    

 1 50 mg/day morning and 
evening   25    

 2 50 mg/day morning and 
evening   39    

 3 50 mg/day morning and 
evening   34    

 4 50 mg/day morning and 
evening   43    

 5 50 mg/day morning and 
evening   58    

 6 50 mg/day morning and 
evening   50    

   * Geometric means 
Waldinger, M. D., Hengeveld, M. W., Zwinderman, A. H., Olivier, B. Effect of SSRI antidepressants on ejaculation: a double-blind, randomized, 
placebo-controlled study with fluoxetine, fluvoxamine, paroxetine, and sertraline. J Clin Psychopharmacol. 1998 Aug; 18: 274-8. (ProCite no. 12044) 
 

4 Baseline  6 weeks 11   21 12   
 6 50 mg/day  11 117 87   
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Treatment regimen Latency in Seconds 

Treatment
Groups Week Dosage 

Treatment 
Duration 

Number of 
Patients Mean SD Min Max 

Abdel-Hamid, I. A., El Naggar, E. A., El Gilany, A. H. Assessment of as needed use of pharmacotherapy and the pause-squeeze technique in 
premature ejaculation. Int J Impot Res. 2001 Feb; 13: 41-5. (ProCite no. 700014) 

         

4 Baseline  4 weeks + 2 
week washout 31   60    30    90 

 
Overall/ 

entire time 
period 

50 mg 3-5 hrs before 
coitus, not > 2 x per week  29 900  300 1800 

   Crossover design – 2-week washout period 
Salonia, A., Maga, T., Columbo, R., Scattoni, V., Briganti, A., Cestari, A., Guazzoni, G., Rigati, P., Montorsi, F. A prospective study comparing 
paroxetine alone versus paroxetine plus sildenafil in patients with premature ejaculation. J Urol. 2002 Dec; 168: 2486-9. (ProCite no. 500005) 
 

2 Baseline   40    .35 .05    

 12 

10 mg/day paroxetine for 
21 days, followed by 20 
mg 3-4 hrs plus 50 mg 
sildenafil before 
intercourse 

3 months 40 4.5 .07   

 24 

10 mg/day paroxetine for 
21 days, followed by 20 
mg 3-4 hrs plus 50 mg 
sildenafil before 
intercourse 

6 months 40 5.3 .02   
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Treatment regimen Latency in Seconds 

Treatment
Groups Week Dosage 

Treatment 
Duration 

Number of 
Patients Mean SD Min Max 

Atikeler, M. K., Gecit, I., Senol, F. A. Optimum usage of priocaine-lidocaine cream in premature ejaculation. Adnrologia. 2002; 34: 356-9. (ProCite 
no. 500006) 

         

 Baseline 
 Used at least 

five times 
(range 5-9) 

40 < 1 min    

1 
Overall/ 

entire time 
period 

Placebo cream 
 10 1.01 min    

2 
Overall/ 

entire time 
period 

Prilocaine-lidocaine 
cream applied and left in 
place under a condom for 
20 min and removed 

 10 6.5 min    

3 
Overall/ 

entire time 
period 

Prilocaine-lidocaine 
cream applied and left in 
place under a condom for 
30 min and removed 

 10 8.71 min *    

4 
Overall/ 

entire time 
period 

Prilocaine-lidocaine 
cream applied and left in 
place under a condom for 
45 min and removed 

 10 **    

*Group 3 - Mean latency 8.71 min in 4 patients, 6 patients complained of erection loss due to numbness and delayed ejaculation 
** Group 4 - All patients complained of erection loss due to numbness and delayed ejaculation 

Slob, A. K., van Berkel, A., van der Werff ten Bosch, J. J. Premature ejaculation by local penile anesthsia in an uncontrolled clinical replication 
study. J  Sex Res. 2000 Aug; 37: 244-7. (ProCite no. 500003) 

         
1 Baseline   15 1-2 min       

 
Overall/ 

entire time 
period 

Lidocaine-prilocaine 
cream (1/2 tube) applied 
for 10 min contained with 
condom, then removed.   

Patients given 
5 tubes and 12 

condoms. 
 489 465   

   3 pts reported inability to reach orgasm on some occasions with cream 

 
Overall/ 

entire time 
period 

Coitus without cream or 
intervention. 

Patients asked 
to report on 2-
3 encounters. 

 115 142   

   No patients reported inability to reach orgasm 
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 technique in premature ejaculation. Int J Impot Res. 2001 Feb; 13: 41-5                

700014 Abdel-Hamid, I. A., El Naggar, E. A., El Gilany, A. H. Assessment of as needed use of pharmacotherapy and the pause-squeeze  

 12146 Althof, S. E., Levine, S. B., Corty, E. W., Risen, C. B., Stern, E. B., Kurit, D. M. A double-blind crossover trial of clomipramine for  
 rapid ejaculation in 15 couples. J Clin Psychiatry. 1995 Sep; 56: 402-7        
 105301 Assalian, P. Clomipramine in the treatment of premature ejaculation. J Sex Res. 1988; 24: 213-5 
 795257 Atan, A., Basar, M. M., Aydoganli, L. Comparison of the efficacy of fluoxetine alone vs. fluoxetine plus local lidocaine ointment in  
 the treatment of premature ejaculation. Arch Esp Urol. 2000 Nov; 53: 856-8                
 500006 Atikeler, M. K., Gecit, I., Senol, F. A. Optimum usage of priocaine-lidocaine cream in premature ejaculation. Adnrologia. 2002; 34:  
 356-9                
 900001 Aycock, Lay The Medical Management of Premature Ejaculation. J Urol. 1949; 62: 361-62 *     
 12063 Balbay, M. D., Yildiz, M., Salvarci, A., Ozsan, O., Ozbek, E. Treatment of premature ejaculation with sertralin. Int Urol Nephrol.  
 1998; 30: 81-3                
 12350 Beretta, G., Chelo, E., Fanciullacci, F., Zanollo, A. Effect of an alpha-blocking agent (phenoxybenzamine) in the management of  
 premature ejaculation. Acta Europaea Fertilitatis. 1986 Jan-Feb; 17: 43-5                
 12140 Berkovitch, M., Keresteci, A. G., Koren, G. Efficacy of prilocaine-lidocaine cream in the treatment of premature ejaculation. J Urol.  
 1995 Oct; 154: 1360-1                
 12033 Biri, H., Isen, K., Sinik, Z., Onaran, M., Kupeli, B., Bozkirli, I. Sertraline in the treatment of premature ejaculation: a double-blind  
 placebo controlled study. Int Urol Nephrol. 1998; 30: 611-5                
 105252 Brown, A. J. Ciprofloxacin as cure of premature ejaculation. J Sex Marital Ther. 2000 Oct-Dec; 26: 351-2                
 12160 Cavallini, G. Alpha-1 blockade pharmacotherapy in primitive psychogenic premature ejaculation resistant to psychotherapy. Eur  
 Urol. 1995; 28: 126-30                
 500002 Chia, S. J. Management of premature ejaculation - a comparison of treatment outcome in patients with and without erectile  
 dysfunction. Int J Androl. 2002; 25: 301-5                 
 12387 Cooper, A. J., Magnus, R. V. A clinical trial of the beta blocker propranolol in premature ejaculation. J Psychosom Res. 1984; 28:  
 331-6                
 105302 Damrau, F. Premature ejaculation: use of ethyl aminobenzoate to prolong coitus. J Urol. 1963 Jun; 89: 936-9 
 105303 Eaton, H. Clomipramine (ananfranil) in the treatment of premature ejaculation. J Int Med Res. 1973; 1: 432-4   
 900015 Fein, R.L. Intracavernous medication for treatment of premature ejaculation. Urology. 1990; 34: 301-3                
 12409 Girgis, S. M., El-Haggar, S., El-Hermouzy, S. A double-blind trial of clomipramine in premature ejaculation. Andrologia. 1982  
 Jul-Aug; 14: 364-8                
 13710 Goodman, R. E. An assessment of clomipramine (Anafranil) in the treatment of premature ejaculation. J Int Med Res. 1980; 8  
 Suppl 3: 53-9                
 10696 Haensel, S. M., Rowland, D. L., Kallan, K. T. Clomipramine and sexual function in men with premature ejaculation and controls. J  
 Urol. 1996 Oct; 156: 1310-5                
 900017 Haensel, SM, Klem, Tmal, Hop, WJC and Slob, AK Fluoxetine and Premature Ejaculation. J Clinical Psychopharmacology. 1998; 18:  
 1-6                
 12110 Kara, H., Aydin, S., Yucel, M., Agargun, M. Y., Odabas, O., Yilmaz, Y. The efficacy of fluoxetine in the treatment of premature  
 ejaculation: a double-blind placebo controlled study. J Urol. 1996 Nov; 156: 1631-2                
 13715 Kilmann, P. R., Auerbach, R. Treatments of premature ejaculation and psychogenic impotence: a critical review of the literature.  
 Arch Sex Behav. 1979 Jan; 8: 81-100 *     
 12047 Kim, S. C., Seo, K. K. Efficacy and safety of fluoxetine, sertraline and clomipramine in patients with premature ejaculation: a  
 double-blind, placebo controlled study. J Urol. 1998 Feb; 159: 425-7                
 12013 Kim, S. W., Paick, J. S. Short-term analysis of the effects of as needed use of sertraline at 5 PM for the treatment of premature  
 ejaculation. Urology. 1999 Sep; 54: 544-7                
 12112 Lee, H. S., Song, D. H., Kim, C. H., Choi, H. K. An open clinical trial of fluoxetine in the treatment of premature ejaculation. J Clin  
 Psychopharmacol. 1996 Oct; 16: 379-82                
 12118 Ludovico, G. M., Corvasce, A., Pagliarulo, G., Cirillo-Marucco, E., Marano, A., Pagliarulo, A. Paroxetine in the treatment of premature 

ejaculation. Br J Urol. 1996 Jun; 77: 881-2                
 12057 McMahon, C. G. Treatment of premature ejaculation with sertraline hydrochloride: a single-blind placebo controlled crossover  
 study. J Urol. 1998 Jun; 159: 1935-8                
 12037 McMahon, C. G. Treatment of premature ejaculation with sertraline hydrochloride. Int J Impot Res. 1998 Sep; 10: 181-4;  
 discussion 185                
 12020 McMahon, C. G., Touma, K. Treatment of premature ejaculation with paroxetine hydrochloride as needed: 2 single-blind placebo  
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 controlled crossover studies. J Urol. 1999 Jun; 161: 1826-30                
 12005 McMahon, C. G., Touma, K. Treatment of premature ejaculation with paroxetine hydrochloride. Int J Impot Res. 1999 Oct; 11:  
 241-245; discussion 246                
 12139 Mendels, J., Camera, A., Sikes, C. Sertraline treatment for premature ejaculation. J Clin Psychopharmacol. 1995 Oct; 15: 341-6       
 500007 Montorsi, F., Guazzoni, G., Trimboli, F., Rigatti, P., Pizzini, G., Miani, A. Clomipramine for premature ejaculation: a randomized,  
 double blind, placebo controlled study. Acta Urol Ital. 1995; 1: 5-6                
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 Pharmacology. 1997; 29: 204-5                 
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 pilot study. J Sex Marital Ther. 1993 Fall; 19: 198-200                
 900000 Shapiro, Bernard Premature Ejaculation:  A Review of 1130 Cases. J Urol. ; 50: 374-379 *   
 12371 Shilon, M., Paz, G. F., Homonnai, Z. T. The use of phenoxybenzamine treatment in premature ejaculation. Fertil Steril. 1984 Oct;  
 42: 659-61                
 500003 Slob, A. K., van Berkel, A., van der Werff ten Bosch, J. J. Premature ejaculation by local penile anesthsia in an uncontrolled  
 clinical replication study. J  Sex Res. 2000 Aug; 37: 244-7                
 12022 Strassberg, D. S., de Gouveia Brazao, C. A., Rowland, D. L., Tan, P., Slob, A. K. Clomipramine in the treatment of rapid  
 (premature) ejaculation. J Sex Marital Ther. 1999 Apr-Jun; 25: 89-101                
 32 Stravynski, A. Indirect behavioral treatment of erectile failure and premature ejaculation in a man without a partner. Arch Sex  
 Behav. 1986; 15: 355-361 * 
 12172 Waldinger, M. D., Hengeveld, M. W., Zwinderman, A. H. Paroxetine treatment of premature ejaculation: a double-blind,  
 randomized, placebo-controlled study. Am J Psychiatry. 1994 Sep; 151: 1377-9                
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