
https://doi.org/10.1177/15579883221145245

American Journal of Men’s Health
November-Decmeber 1–6
© The Author(s) 2022
Article reuse guidelines: 
sagepub.com/journals-permissions
DOI: 10.1177/15579883221145245
journals.sagepub.com/home/jmh

Creative Commons Non Commercial CC BY-NC: This article is distributed under the terms of the Creative Commons 
Attribution-NonCommercial 4.0 License (https://creativecommons.org/licenses/by-nc/4.0/) which permits non-commercial use, 

reproduction and distribution of the work without further permission provided the original work is attributed as specified on the SAGE and 
Open Access pages (https://us.sagepub.com/en-us/nam/open-access-at-sage).

Male Sexual and Reproductive Health - Original Article

Introduction

Premature ejaculation (PE) is reported to be the most 
common sexual dysfunction in men, affecting 30% to 
50% of the male population (Mohamed et al., 2021). In 
accordance with the International Society for Sexual 
Medicine, PE is defined as a male sexual dysfunction in 
which ejaculation always or almost always occurs prior 
to or within about 1 min of sexual penetration, the inabil-
ity to delay ejaculation during sexual activity, and nega-
tive personal consequences, such as distress, frustration, 
and/or the avoidance of sexual intimacy (Serefoglu et al., 
2014). PE has been classified by Waldinger and col-
leagues into four subtypes being distinguished by the 
duration of the intravaginal ejaculatory latency time 
(IELT), frequency of complaints, and course in life 
(Waldinger & Schweitzer, 2006). These subtypes were 
classified as lifelong, acquired, variable, and subjective PE. 
Lifelong and acquired PE present as a persistent ejaculatory 
problem with an IELT of <1 min for lifelong and <3 min 
for acquired. conversely, both variable and subjective PE 

are inconsistent and present with short, normal or prolonged 
IELT (Serefoglu et al., 2014). The assessment of PE mainly 
relies on the usage of questionnaires with five validations 
that have been developed and published (El-Hamd et al., 
2019). These questionnaires cover 4 main areas of PE 
including index of prematurity (IPE), PE diagnostic tool 
(PEDT), PE profile (PEP), and IELT.
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Abstract
Premature ejaculation (PE) is reported to be the most common sexual dysfunction in men and is defined as the inability 
to control or delay ejaculation. Steady Freddy is a lidocaine-based ejaculation-delaying spray. This article examines 
the effects of Steady Freddy on the sexual experience of men that have self-reported to suffer from PE. Under the 
conditions of a randomized single-blind placebo-controlled clinical trial, 150 participants received either placebo or 
treatment for the duration of 12 weeks and completed an internet-based questionnaire for the quality of their sexual 
experience. Prior to product usage, participant average latency time was <1 min, 70% claimed to be very sexually 
dissatisfied, and 67% claimed to be very dissatisfied with ejaculation control. Upon product usage, sexual experience 
was significantly improved (p<.01). Participant average latency time increased to >2 min, 80% claimed to be sexually 
satisfied, and 70% claimed to be satisfied with ejaculation control. These effects were not present in the placebo group 
throughout the trial. These findings provide evidence for the effectiveness of Steady Freddy in significantly improving 
the quality of sexual experience and suggest that Steady Freddy can assist with PE.
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Treatment options for PE include a variety of options 
across psychological, behavioral, surgical, and pharma-
ceutical therapies (Pu et al., 2013). Among these, topical 
aesthetic agents pose the least risks for patients and are 
characterized by minimal systemic side effects and the 
ability to be used on demand. Lidocaine is an amide 
class local anesthetic that acts via the blockade of volt-
age-gated sodium channels leading to a reversible 
blockage of action potential propagation (Garmon & 
Huecker, 2022). Lidocaine is commonly used as a local 
and topical anesthetic and was previously used for the 
treatment of PE in various concentrations (El-Hamd, 
2021; Mark & Kerner, 2016).

Steady Freddy is an over-the-counter lidocaine-based 
topical spray that is applied to the penile skin prior to 
sexual interaction for the purpose of delaying ejaculation 
and enhancing the quality of sexual experience (QSE). To 
date, no studies have evaluated the effectiveness of 
Steady Freddy, nor any clinical trials investigated the 
effectiveness of 9.6% lidocaine topical spray formulation 
with 45% ethanol on PE or QSE.

Aim of the Study

Utilizing electronic reporting this study sought to exam-
ine the impact of the Steady Freddy lidocaine-based 
pump spray on the sexual experience of men that have 
self-reported to suffer from PE or who ejaculate sooner 
than they desire. We specifically aimed to study the extent 
to which Steady Freddy affected participants’ sexual 
experience. To do so, we explored the impact on the expe-
rience of IELT, ejaculatory control and overall QSE and 
hypothesize that by using Steady Freddy, those scores 
will increase.

Method

Study Design and Data

Data were collected as part of an online study of men who 
self-reported that they suffer from PE or who ejaculate 
sooner than they desire. The participation of human sub-
jects for this study was approved by the ethics committee, 
ethics number 2021.ETH.00056. Eligibility was assessed 
via a brief survey. A total of 175 participants were recruited 
online via the company’s website and social media websites 
(Facebook and Twitter). Of those participants, 150 men met 
the eligibility criteria and agreed to participate, and 137 
completed the trial. Eligibility criteria included being in the 
age group of 18 to 45 years old, currently in a sexual rela-
tionship, and with the following medical history: no allergy 
to lidocaine or topical anesthetics, no history of liver dis-
ease, no history of heart rhythm disease, no lesions on 
their own or their partner’s genitals and oral tissue and 
having a partner who is not currently pregnant. Once 

eligible, participants were assigned a number and 
requested to provide their mailing address for the product 
sample to be sent. This study was designed as a random-
ized single-blind placebo-controlled clinical trial. As such, 
participant numbers were randomized and allocated to 
either a placebo (45% v/v ethanol dissolved in water) or 
treatment (lidocaine 9.6% w/w or 10 mg dissolved in 45% 
ethanol) group. The product sample was blinded, and par-
ticipants were not aware of what group they were assigned 
to. Product was sent with clear instructions for usage and 
was requested to be used every time the participants 
engaged in sex (defined as oral, anal or vaginal). They were 
also asked to report on their sexual behavior and relation-
ship context every 4 weeks through an electronic survey 
that was provided via a unique link sent to them via email. 
An electronic-based data collection method was used due to 
the opportunity to create a more favorable environment to 
collect sensitive data such as sexual behavior, encouraging 
more accurate reporting and continuous participation.

Main Outcome Measures

In the beginning of the study, participants completed the 
PEDT assessment, which has been demonstrated to have 
strong validity and reliability in assessing PE (Symonds 
et al., 2007). The PEDT asked participants to answer five 
questions on a 1 to 5-point scale about difficulty delaying 
ejaculation (response options: “very easy,” ‘somewhat 
easy “neither easy nor difficult,” “somewhat difficult” 
and “very difficult”), ejaculating before desired, ejacula-
tion with very little stimulation (response options: 
“almost never or never,” “less than half the time,” “about 
half the time,” “more than half the time” and “almost 
always or always”), frustration with ejaculating before 
desired, and perception of whether time to ejaculation 
affected sexual fulfillment of their partner (response 
options: “not at all,” “slightly,” “moderately,” “very” and 
“extremely”). In accordance with the validation of the 
PEDT assessment, a score of 11 or more was associated 
with the diagnosis of PE, a score of 9 and 10 was consid-
ered as probable PE, and a score of 8 or less indicated no 
PE (Symonds et al., 2007). In addition, to the PEDT, par-
ticipants provided data once every 4 weeks on the product 
impact on their sexual experience. This included IELT 
that was measured by the question “Approximately how 
much time (in min) passed between the start of penetra-
tion with your partner and ejaculation?.” It also included 
data collected about the importance of ejaculatory con-
trol, extent of impact on satisfaction, and confidence.

Statistical Analyses

Participants who only used the product and did not fill in 
the survey were removed from the analytic data set as no 
estimate of product effect could be obtained from these 
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individuals. All statistical analyses were performed using 
the GraphPad Prism software. After the participant exclu-
sions, the analytic sample consisted of 150 subjects. To 
analyze the difference between before and after product 
usage, we conducted a series of random effect mixed 
models. Since data were collected from the same men 
over the course of 12 weeks, data points were not inde-
pendent of one another in these models. In addition, we 
conducted a comparison of the placebo group against the 
treatment group across all time points using two-way 
analysis of variance (ANOVA) for the determination of 
statistical significance.

Results

Baseline Results

Written and verbal consent was received from 150 male 
participants that were eligible in accordance with the 
specified criteria, with 75 being allocated to each group. 
The PEDT score at baseline was 15 ± 0.5 for the placebo 

and 14.9 ± 0.5 for the treatment group, indicating a clini-
cal diagnosis of PE in accordance with the PEDT scoring 
scale (Symonds et al., 2007). Cronbach’s alpha in the cur-
rent sample was 0.89, indicating high consistency. Prior 
to product usage, IELT was <1 min for 90 (60%) partici-
pants. Satisfaction of ejaculatory control was very low as 
indicated by 100 (67.3%) of the participants, which also 
expressed being almost always or always distressed or 
concerned about ejaculating sooner. These results can be 
seen in Table 1.

Electronic Report Results

Once treatment has commenced, IELT significantly 
increased (p>.001) in the treatment group resulting in 43 
(61%) of participants lasting more than 2 min and 20 
(28%) lasting between 1.5 and 2 min. Compared with the 
baseline results, product usage has resulted in an increase 
of 59% in participants lasting >2 min (Figure 1). 
Similarly, sexual satisfaction was also significantly 
increased (p>.001) upon product usage, as 37 (53%) of 
participants reported to be very satisfied with their sexual 
life and sexual relationship with their partner (Figure 2). 
No changes were observed in the placebo group. These 
results were consistent throughout the whole trial period.

In addition, 39 (56%) participants who used the prod-
uct have indicated that they were more satisfied with their 
overall sexual intercourse and additional 23 (33%) have 
indicated that they were very satisfied. Participants 
largely felt the use of the product positively affected their 
sexual experience, with 42 (61%) indicating that sexual 
intercourse was more than half the time or always satis-
factory and they were more satisfied with the length (49, 
71%). Conversely, placebo participants indicated that 
they were very dissatisfied (42, 63%), indicated that their 
sexual intercourse was not satisfactory (53, 78%), and 

Figure 1. Intravaginal Ejaculatory Latency Time (IELT) 
in Both Placeo and Treatment Groups Post 4 Weeks of 
Treatment. IELT Was Self-Reported and Recorded Via Online 
Participant Questionnaire

Table 1.  Baseline Values of Participants in Both the Placebo 
and Treatment Group. Values Were Self-Reported and 
Recorded Via Online Participant Questionnaire Before the 
Usage of the Allocated Treatments. Error Is Represented as 
Standard Error of the Mean (SEM).

Item Placebo Treatment

Sample size 75 75
PEDT 15.0 ± 0.5 14.9 ± 0.5
IELT (<1 min) 59% 61%
Satisfied from sexual life   2%   2%
Frustrated from intercourse duration 83% 80%

Note. PEDT = premature ejaculation diagnostic tool; IELT = intravaginal 
ejaculatory latency time.

Figure 2.  Overall Sexual Satisfaction in Both Placebo 
and Treatment Groups Post 4 Weeks of Treatment. IELT 
Was Self-Reported and Recorded Via Online Participant 
Questionnaire
Note. IELT = intravaginal ejaculatory latency time.
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nor was the length of the intercourse (55, 81%). These 
results can be seen in Figures 3 and 4.

Moreover, the usage of the product resulted with 48 
(68%) of the participants claiming to be satisfied with 
their control over ejaculation. While the placebo group 
has indicated that 53 (79%) of participants were dis-
satisfied or very dissatisfied (Figure 5).

Analysis comparing the placebo and product usages 
indicated a significant impact of product usage on QSE 
(p > .001) with PEDT scores reducing from 15.3 ± 4.3 
to 14.2 ± 4.5. In addition to enhancing QSE, we 
observed that frustration and anxiety was decreased 
with the use of the product, as 41 (58%) of participants 
claimed they were content, compared with placebo 
where 53 (79%) of participants claimed to be very frus-
trated and anxious. Ejaculatory control and anxiety 
related to ejaculation has also improved upon product 
usage, as 46 (65%) of participants claimed to be never 
distressed versus 46 (68%) of placebo participants that 
claimed to be more distressed.

Discussion

To our knowledge, this is the first study to be done as 
a randomized single-blind placebo-controlled clinical 
trial setting testing sexual satisfaction and experience 
using Steady Freddy a lidocaine-based pump spray for 
the treatment of PE. From the obtained results, we 
found that the usage of Steady Freddy significantly 
increased IELT, sexual satisfaction, ejaculation con-
trol, and QSE. In our sample, the average IELT prior to 
product usage was 1 min or less. Although we did not 
rely on stopwatch-based IELT because this was an 
internet-based rather than clinic-based study, in accor-
dance with the SSMI, IELT time of 1 min or less is an 

indication of lifelong PE (Serefoglu et  al., 2014). As 
such, this in addition to the PEDT scoring (15.3) con-
firmed that the men used in this study have met the 
criteria of PE. Our results demonstrated observed 
improvements in QSE with the usage of Steady Freddy. 
We observed increases in sexual satisfaction, partner 
satisfaction, and sexual relationship with partners. 
Together with this, we saw increases in IELT and a 
decrease in PEDT scoring. These suggested that Steady 
Freddy is effective in PE and can be used as a topical 
treatment. In addition to enhancing QSE, we observed 
that frustration and anxiety were decreased with the 
use of the product. In addition, no adverse events or 
product dissatisfaction was reported by the user. 
Previous studies have demonstrated that men with PE 
often suffer from significant psychological distress 
including anxiety, depression, lack of sexual confi-
dence, poor self-esteem, impaired quality of life, sex-
ual dissatisfaction, and interpersonal difficulties (Fiala 
et  al., 2021; Rowland, 2011). With the use of Steady 
Freddy, participants claimed they were content, com-
pared with the initial claim of being very frustrated and 
anxious prior to product use. Anxiety related to ejacu-
lation has also improved upon product usage as partici-
pants claimed to be distressed almost never or less than 
half of the time. Those that used the placebo did not 
present with this improvement and claimed to be anx-
ious and distressed more than half of the time or almost 
always. Studies examining emerging therapies for PE 
have recently demonstrated a fold change in IELT 
ranging between 1.1 and 4.4 when compared with pla-
cebo (Gul et  al., 2022). The usage of Steady Freddy 
resulted in a similar effect with an increase of 3 to 3.5-
fold in IELT. As such, we suggest that Steady Freddy 
can assist men suffering from PE with psychological 
distress, although we recognize that further studies 

Figure 4. Frustration in Duration of Sexual Intercourse 
in Both Placebo and Treatment Groups Post 4 Weeks of 
Treatment. Results Were Self-Reported and Recorded Via 
Participant Patient Questionnaire

Figure 3.  Satisfaction in Sexual Intercourse in Both Placebo 
and Treatment Groups Post 4 Weeks of Treatment. Results 
Were Self-Reported and Recorded Via Participant Patient 
Questionnaire
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will be required to study the exact effect of Steady 
Freddy on mental health and PE.

Study Limitations

This study’s limitations include the inclusion of medi-
cal history for the participants. While our screening 

process and eligibility criteria have ensured no interac-
tion with the product or effect on PE, all medical his-
tory was entirely self-reported. Future studies should 
take this factor into account. In addition, the recording 
of any present medical conditions or medications taken 
that could affect sexual response time beside PE, should 
also be recorded and taken into consideration. While 
this study included a modest sample size and a long-
time course, in a single-blind placebo-controlled envi-
ronment, we were limited with the study conditions. As 
such, a future study with a randomized double-blind, 
placebo-controlled, cross-over trial will further prove 
the effects that have been demonstrated in this study.

Conclusion

Steady Freddy is a lidocaine-based pump spray that 
acts as an ejaculation-delaying topical agent. This study 
has demonstrated for the first time that Steady Freddy 
can improve ejaculation control, QSE, and sexual satis-
faction in men with PE. Furthermore, by doing so 
Steady Freddy may reduce psychological distress asso-
ciated with PE.

Figure 5.  Satisfaction of Ejaculation Control in Both Placebo 
and Treatment Groups Post 4 Weeks of Treatment. Results 
Were Self-Reported and Recorded Via Participant Patient 
Questionnaire

Appendix

Figure A1.  Flow Diagram of the Progress Through the Phases of a Placebo Controlled Parallel Randomized Trial of Two 
Treatment Groups (i.e., Enrolment, Intervention Allocation, Follow-Up, and Data Analysis)
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