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1. Erectile Dysfunction;
Current Modalities of Treatment:

Figure 1: Flūent
EDX device;
equipped with
LED Screen, a
Head-warming
feature and
Controls for
delivering
Multiple
Ultrasound
Wave
Intensities.

Erectile dysfunction is a commonly
encountered sexual problem in men
approaching their middle age. Abbreviated as
ED, erectile dysfunction affects around 3–
76.5% (1) of elderly men worldwide, while in
the U.S.A alone, more than 20 million adult
males suffer from ED. It not only adversely
alters the sexual competence of males but
also leads to negative psychological changes
in them. As of present, the only FDA-approved
treatment of ED consists of sildenafil (Viagra
TM) and other related medications (intrapenile vasodilator injection) which are
potentially harmful for men who are likely to
experience adverse cardiovascular events. (2)

2. What is Low Intensity
Pulsed Ultrasound Therapy?
Ultrasonics, being vastly utilized in the
medical world today, are in fact sound waves
whose frequency is greater than 20,000 Hertz
i.e. beyond the hearing threshold of human
ear. Low Intensity Pulsed Ultrasound Therapy
or LIPUS is a modern technique which
produces low energy ultrasound waves in
separate individual bursts. These waves then
travel deep into the localized body tissues
allowing the regeneration of damaged
vascular tissue, located at that particular site.
(3)

Flūent EDX uses pulse energy to produce biochemical and vibratory effects
applied to the body. It has the characteristics of radial directionality,
concentrated energy and deep penetrating power. It applies ultrasonic energy to
muscle bone and deep tissue, providing a painless non-invasive method to
improve the quality of treatment of various conditions.
The ultrasonic device selects and sets the function by operating the rotary
coding switch and the microprocessor signals to the corresponding software. The
ultrasonic wave it produces is applied to or around the affected areas.
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3. HOW CAN LIPUS BE A
NEW TREATMENT
STRATEGY FOR ED?
LIPUS is currently being investigated as a
potential treatment modality for men suffering
from erectile dysfunction. The proposed
mechanisms for its role in treatment of ED are
manifold. Some researchers have argued that it
stimulates sprouting of new penile blood vessels
from the existing ones i.e. angiogenesis. (3) In
addition to this, LIPUS has also been theorized to
stimulate activation of an enzyme, epithelial

Nitric Oxide Synthase or eNOS which produces
an important vasodilator substance i.e. Nitric
oxide. However, a few authors support the idea
that it allows regeneration of damaged neuronal
sensory fibers in the erectile tissue which in turn
significantly improves male sexual sensations.
(4) Still others add that therapeutic effects of
LIPUS might be attributed to an antiinflammatory mechanism of action. (5, 6)

LIPUS MAY BECOME AN EFFECTIVE
CLINICAL PROCEDURE FOR THE
TREATMENT OF UROLOGICAL DISEASES,
SUCH AS CHRONIC PROSTATITIS/CHRONIC
PELVIC PAIN SYNDROME (CP/CPPS),
ERECTILE DYSFUNCTION (ED), AND
STRESS URINARY INCONTINENCE (SUI) IN
THE FIELD OF UROLOGY.
-DR. TOM F. LUE, DEPARTMENT OF
UROLOGY, SCHOOL OF MEDICINE,
UNIVERSITY OF CALIFORNIA

4. INVESTIGATION OF
LIPUS THERAPY IN ANIMAL
MODELS:
Effects of LIPUS treatment have been assessed in
experimental mice on a small scale. In a 2015
research carried out by Lei H et al, (9) 70 male

examination of penile tissue was conducted. The

rats were categorized into various groups. The

LIPUS treated diabetic mice not only possessed

experimental rats were first turned diabetic by

an improved strength of their penile smooth

injecting them with streptozotocin (an anti-

musculature but also showed a boost in their

cancer anti-biotic) and then they were given

eNOS levels and an increased quantity of elastic

LIPUS therapy for almost 2 weeks consecutively.

& collagen (type I) fibers. This initial data paved

Following that, their intra-cavernous (erectile

way for Low Intensity Pulsed US to be considered

tissue) pressure was measured and histological.

as a possibly new therapy for ED patients
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5. SUMMARY
OF RESULTS
OBTAINED FROM RECENTLY
UNDERTAKEN HUMAN
CLINICAL TRIALS

In an experimental trial
conducted by Cui, W., Li, H. et al,
120 patients complaining about
Erectile Dysfunction were
included. In the control group,
40 patients were given a
placebo to apply on their
genitals for about 4 weeks.
However, in the experimental
group, 80 patients were treated
with LIPUS therapy for exactly
the same period of time. On
follow-up, the patients were
assessed for their sexual
performance via a number of
data collection tools. The sexual
intercourse performance of
LIPUS-treated men improved
gradually from 4th to 12th week
of follow-up. However, the
control group members failed to
show any significant
improvement in this regard. (3)
A few clinical trials have also
been performed to throw light
on a much similar therapy for
erectile dysfunction i.e.
Extracorporeal Shock Wave
Therapy or ESWT. These studies
are summarized as follows:
In an ESWT trial carried out by
Yamaçake, K. G., Carneiro, F et
al, (8) a total of 20 patients were
recruited and equally divided
into 2 groups. The treatment
group received 2 ESWT cycles
per week for almost a 3 weeks
duration. On the contrary, the
control group was given a sham
treatment by a probe without
emitting any shockwaves. Before
and after the commencement of
therapy, both groups were
assessed via the same
questionnaires. Despite having
the same scores prior to therapy
sessions, the men who had
received treatment showed a
considerable improvement in
their sexual performance upon
post-therapy follow up.
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An uncontrolled clinical study carried out
by Kalyvianakis, D., Mykoniatis, I et al,
was aimed at finding out the difference
of therapeutic efficacy achieved by
different concentrations of Low Intensity
Shockwaves. A total of 96 subjects were
categorized into 4 treatment groups, with
each group given a different therapeutic
regimen. However, the study concluded
that there is no significant difference
between regimens having 2 and 3
sessions per week. (9)

6. LIPUS therapy by use
of Flūent EDX device:
To turn the hypothetical idea of ED
therapy by using LIPUS into reality,
Flūent EDX device has been manufactured
by healthcare professionals. The device
works on the principle of ultrasonics, as
already explained with evidence from
multiple research studies. It is a handheld and ergonomically created
instrument, designed for personal use.
The device probe emits minimal intensity
ultrasound waves when applied to the
genital region. These waves, as already
mentioned, help improve the localized vascularity status, stimulate neuronal regeneration and
also decrease the release of pro-inflammatory chemicals. In near future, this device can prove
to be a breakthrough achievement for non-invasive therapy of male erectile dysfunction

7. Conclusion
The above discussion provides an insight into a futuristic tool for treating a potentially
disabling condition like Erectile Dysfunction. However, there remains a void which can only be
filled by comprehensive & large-scale research trials, so that devices like Flūent EDX can be
marketed for use by the general public.
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