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Assessment of effect of clove jell in the treatment for premature

ejaculation

Protocol summary

Summary
In this study, the effects of clove jell in the treatment for
premature ejaculation are compared to placebo.This
study is a double-blind, placebo-control, phase Il
randomized clinical trial with a sample size of 50
patients. All of the subjects with intravaginal ejaculation
latency time less than 1 minutes would be enrolled in the
study after considering the general state of health and
rule out of erectile dysfunction. After random allocation,
subjects divided into two groups and each group
received clove jell 1% or placebo. Participants take the
drugs for 2 months. All of them record IELT (Intravaginal
ejaculation latency time) with a stopwatch four weeks
before the intervention and during it . Mean of IELT in the
three last intercourse before and during intervention will
be compared. The PEDT (premature ejaculation
diagnostic tool) questionnaire will be completed for each
participant at the beginning and end of the study.
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Scientific title
Assessment of effect of clove jell in the treatment for
premature ejaculation

Public title
effect of clove in premature ejaculation

Purpose
Treatment

Inclusion/Exclusion criteria
Inclusion criteriazmonogamous and heterosexual 18-40
years old man; Intravaginal ejaculation latency time less
than 1 minutes; PEDT (Premature ejaculation diagnostic
tool) questionnaire score more than eight Exclusion
criteria: History of severe or debilitating disease;
diabetes; cardiac disease; liver disease; mental disease;
thyroid dysfunction; addiction to any drugs or
substances; pregnancy of wife; history of hypersensitivity
to clove




Age

From 18 years old to 40 years old
Gender

Male

Phase
2
Groups that have been masked
No information
Sample size
Target sample size: 50
Randomization (investigator's opinion)
Randomized
Randomization description
Blinding (investigator's opinion)
Double blinded
Blinding description
Placebo
Used
Assignment
Parallel
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random allocation: table of random digits
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empty
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shahed.REC.1394.55

Health conditions studied

1

Description of health condition studied
premature ejaculation

ICD-10 code
F52.4

ICD-10 code description
Premature ejaculation

Primary outcomes

1

Description
ejaculation latency time
Timepoint
4 weeks before intervention and 2 months during it, 10
minutes before intercourse
Method of measurement
stopwatch

Secondary outcomes

1

Description
Premature ejaculation diagnostic tool questionnaire
score
Timepoint
Before and after study
Method of measurement
Questionnaire

Intervention groups

1

Description
clove oil 1%, 10 minutes before intercourse, for 2 months
prepared in Shahid Beheshti University of Medical
Science, School of Pharmacy

Category
Treatment - Drugs

2

Description
placebo jell

Category
Placebo
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Ahmad Reza Sharifi Olounabadi
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empty
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empty
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empty
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empty
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empty
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