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A philosophical view regarding technical progress in
surgery states that “there is no control on surgical
innovation outside of the realm of the surgeon's own ethical
and moral compass” [1].

On the other hand, creative surgeons as opposed to other
artists must be guided by clinical common sense.

The driving force behind innovation these days is not
only the reduction of recurrence and death but also the
decrease of morbidity rates.

Minimally invasive synthetic slings such as the tension-
free vaginal tape replaced the Burch colposuspension for
the treatment of urinary stress incontinence and, in the last
decade, have become the preferred technique for the
surgical treatment of this condition [2].

Various factors contributed to the popularization of
synthetic slings, amongst them, the fact that techniques
like the Pereira's needle suspension and all its variants did
not stand the test of time.

However, minimally invasive slings brought with them a
series of new complications, both related to the tape itself
and to the insertion techniques. Some of these have even
shown to be potentially lethal [3].

With the retro-pubic technique, most of the major
complications are related to the blind nature of the passage
of the needles close to major vessels [4]. Bleeding upon

entry of the retro-pubic space and the proximity of the
femoral vessels have been shown to be real serious risks.

The trans-obturator technique is associated with a lower
incidence of vascular as well as bladder and urethral injuries.
The latter are reported to occur in less than 1% of patients
and, as usual, occur more frequently during the learning
curve of the procedure. However, the passage of the needles
is still blind although the terrain is less dangerous.

To try to reduce the risks even further, the technique of
placing the sub-urethral tape anchored laterally to the
obturator internus muscles at the level of the tendineous
arches was described. This should eliminate totally the risk
of injury of a major vessel or the bladder [5].

All of these are, no doubt, remarkable achievements.
But, needless to say, even minimally invasive procedures
require a learning period. In addition, treatment failure is
also an important complication.

And how about new products being introduced into the
market with no significant experimental data and no clinical
trials at all?

And what about publications with a mean follow-up of
as short as 2 months [6]?

The introduction of meshes and kits for the management
of pelvic organ prolapse is another important issue. The
classical repair for the treatment of anterior vaginal prolapse
does not stand the test of time in a certain subset of patients.
Trans-obturator anchored meshes may be the future but
need very careful evaluation [7].

Ethical dilemmas always appear when new devices
developed in the laboratory are transferred to the bedside.
Regulatory agencies such as the Food and Drug Adminis-
tration in United States are more flexible with new devices
than with drugs.

In fact, some meshes are approved by similarity with no
clinical trial at all.
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Surgical techniques are evolving processes, and innova-
tions occur all the time and should be encouraged and
welcomed.

But which are the minimal requirements that should be
satisfied before we jump on the bandwagon?

These are complex and subtle issues about which there is
no single answer and it is very difficult to reach a consensus.

We know that the Institutional Review Boards do their
homework, but it is not enough; members of such local boards
may not be familiar with the leading-edge technology in the
field.

To wait for level I evidence-based studies would be
desirable, but is hardly realistic: The time required is very
long, and costs involved in this process are very high.

As for us, all these devices should be considered
experimental and restricted to academic protocols until
large case series with at least 1-year follow-up is available.

How can specialty societies help?
Societies should play a major role working on guidelines,

defining minimum follow-up before publishing the initial
series of patients, selecting acceptable studies, and stimulat-
ing publications of data, including complications [8].

These actions would help to improve the standards of
surgical innovation.
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