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COMMENT

Is low-intensity shockwave therapy for erectile dysfunction ready for
clinical practice?
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Over recent years, Low-intensity Shockwave Therapy (Li-
ESWT) has emerged as a potential cure for erectile dys-
function (ED) and this has created considerable excitement
[1]. The predominate theoretical background for improve-
ments in erectile function with Li-ESWT is that the treat-
ment may promote the formation of new blood vessels and
improve endothelial function in the corpora cavernosa [2].
However, in spite of promising pilot studies, the results of
randomised controlled trials have been mixed with some
finding effect on ED and some showing no differences
between active treatment and sham control [3]. Therefore,
Li-ESWT remains controversial.

In this month’s issue of International Journal of Impo-
tence Research, Yamaçake et al. [4] published the results of
a randomised, double blinded, sham-controlled study
investigating the effects of Li-ESWT for ED in Kidney
Transplant Recipients [4]. This study is the first of its kind
to evaluate the treatment in this specific group of patients.
The study is also the first to investigate the specific Li-
ESWT device used, the Dolorclast® Smart (Electro Medical
Systems, Switzerland). The authors find an apparent effect
of 6 treatments sessions with 7/10 patients in the treatment
group experiencing an improvement of at least 5 points on
the IIEF-5 scale vs. only 1/10 in the sham group. At first
glance this seems to confirm a possible effect of Li-ESWT
and suggests that the treatment could be offered specifically
to patients with kidney transplants. However, when exam-
ining the study closer, there may be reason for caution.

First of all, the authors included only 20 patients which is
likely too few to evaluate the effects of a treatment for ED.

Thus, the study is by far the smallest RCT on the topic to
date with previous power calculations showing that as many
as 112 men are needed to show a clinically meaningful
benefit compared to placebo [5]. In addition, there seem to
be important differences between the groups. Most notably,
the baseline IIEF-5 score is lower in the Li-ESWT group
compared with the sham group (10.9 vs. 14.9). This is
important because a given numeric improvement in the
IIEF-5 score is likely to have less clinical meaning with low
scores compared to higher scores [6]. In addition, statisti-
cally speaking, lower scores are more likely to sponta-
neously increase, while higher scores are more likely to
decrease due to a concept termed “regression toward the
mean” [7]. The finding that the changes in Erection Hard-
ness Score (EHS) scores do not differ over time between the
groups and the lack of difference in penile hemodynamic
parameters should raise concerns that confounding factors
may in fact have played a role. Other important factors are
that the patients in the Li-ESWT group had their transplants
shorter than the men in the sham group, which means that
they may have adapted better to their new situation during
the study and that more patients in the sham group suffered
from diabetes. Even though these differences do not reach
individual statistical significance, their combination may
have had an influence in the small group of patients. In spite
of these issues, the authors do not consider that their IIEF-5
findings may be due to confounding factors. Instead they
question only the lack of improvements in EHS and
hemodynamics, which skews their conclusions towards a
positive appraisal of Li-ESWT.

The enthusiasm for Li-ESWT by Yamaçake et al. is
understandable, as the treatment offers a potential cure for
ED. This is something both patients and clinicians have
been wanting for a long time [8]. However, such enthusiasm
is problematic because it may cloud our judgement when
designing trials and examining our clinical data. In this
regard, a range of case series on Li-ESWT is often quoted
when discussing the treatment. However, it is well known
that the placebo effect in ED treatments may exceed 30%
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[9]. This means that randomised, controlled trials (RCT) are
an absolute necessity in this condition. In spite of this, such
trials are only available for a minority of devices on the
market and some are hampered by high risks of bias [3].
When examining only the RCTs with low to moderate risk
of bias, one finds that three trials show a statistically sig-
nificant improvement in IIEF scores compared to placebo
[10–12], while another three fail to show such a difference
[5, 13, 14]. In accordance with this, two out of three recent
meta-analyses fail to find clinically meaningful improve-
ments in erectile function with Li-ESWT compared to pla-
cebo [3]. With this in mind, it is prudent to be careful not to
make too strong statements as to the effects of Li-ESWT in
ED treatment. In the end, clinical research is simply about
placing treatments into one of the following three cate-
gories: (1) Things which work so well that we should offer
them to our patients, (2) Things which do not work and
should not be offered to our patients, and (3) things which
need more exploration before we potentially offer them to
our patients. For now, Li-ESWT belongs to the third cate-
gory and the Sexual Medicine community has an obligation
to produce high quality research on the topic. Preferably,
this should be in the form of multicenter RCTs. In addition
to documenting the effects of Li-ESWT, such trials need to
answer a multitude of questions over the coming years.
These include determining the appropriate candidates and
the optimal Li-ESWT protocol, assessing the long-term
effects, and investigating if repeated treatments are needed.

In conclusion, Yamaçake et al. should be commended for
contributing to our knowledge about Li-ESWT and their
inclusion of a new device and a new patient group into the
literature is valuable. However, the trial is not robust
enough to make any definite conclusions and the authors are
absolutely accurate in their final remark stating that
“Additional studies, including large multicenter, longer-
term, randomised, and sham-controlled studies, are required
before Li-ESWT can be adopted as a standard therapy and a
treatment that can “cure” ED.” At this point in time, much
research on Li-ESWT in ED is still needed.
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