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Abstract New trends have emerged regarding the best minimally invasive access approaches to perform gastrointestinal surgery.
However, these newer approaches are seen critically by those who demand a more strict assessment of outcomes and safety. An
international panel of expert gathered at the 2014 American College of Surgeons Meeting with the goal of providing an evidence-
based understanding of the real value of these approaches in gastrointestinal surgery. The panel has compared the efficacy and
safety of most established approaches to gastrointestinal diseases to those of new treatment modalities: peroral esophageal
myotomy vs. laparoscopic myotomy for achalasia, transgastric vs. transvaginal approach, and single-incision vs. multi-port
access minimally invasive surgery. The panel found that (1) the outcome of these new approaches was not superior to that of
established surgical procedures; (2) the new approaches are generally performed in few highly specialized centers; and
(3) transgastric and transvaginal approaches might be safe and feasible in very experienced hands, but cost, training,
operative time, and tools seem to limit their application for the treatment of common procedures such as cholecys-
tectomy and appendectomy. Because the expected advantages of new approaches have yet to be proven in controlled
trials, new approaches should be considered for adoption into practice only after thorough analyses of their efficacy
and effectiveness and appropriate training.
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Introduction

In recent years, new approaches such as single port and natural
orifice (natural orifice transluminal endoscopic surgery
(NOTES)) procedures have emerged to further decrease the
physiologic impact of minimally invasive surgery. However,
those demanding a more strict assessment of outcomes and
safety see these new procedures critically, claiming that
cosmesis, reduced discomfort, and increased costs are not off-
set by improved results and better safety. In addition, these
newer approaches have brought a unique cadre of complica-
tions that makes them suitable only in very specialized centers
and less feasible and useful to most surgeons.

The goal of this paper is to provide an evidence-based
understanding of the real value of these approaches in gastro-
intestinal surgery today. To achieve this goal, an international
panel of experts gathered at the 2014 American College of
Surgeons Meeting and compared the efficacy and safety of
most established approaches to gastrointestinal diseases to
those of new treatment modalities: laparoscopic myotomy
for achalasia vs. peroral esophageal myotomy (POEM), lapa-
roscopic cholecystectomy vs. transgastric (TG) vs.
transvaginal (TV) approach, and single-incision vs. multi-
port access laparoscopic surgery.

Esophageal Achalasia: Laparoscopic Heller Myotomy
(Dr. Patti)

In 1991, Pellegrini et al. performed the first thoracoscopic
myotomy for achalasia.' Even though the initial results
showed that the approach was feasible, safe, and gave good
relief of dysphagia, the technique evolved to a laparoscopic
approach with a fundoplication after the realization that ab-
normal reflux was present in about 60 % of patients.” The
laparoscopic approach also allowed a longer myotomy onto
the gastric wall, further decreasing the risk of persistent or
recurrent dysphagia.® In the past few years, high-quality evi-
dence has emerged, which provides the basis for the current
surgical treatment. Richards et al. conducted a prospective
randomized clinical trial comparing 21 patients treated by lap-
aroscopic Heller myotomy (LHM) alone and 22 by LHM and
Dor fundoplication. While relief of dysphagia was similar in
the two groups, pathologic reflux was present in 47.6 % of
patients after LHM alone and in 9.1 % after LHM and Dor
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fundoplication.* Rawlings et al. reported in 2012 the results of
a multi-center, prospective, randomized controlled trial com-
paring Dor vs. Toupet fundoplication after LHM. Relief of
dysphagia and esophageal acid exposure was similar in the
two groups,’ suggesting that either type of partial
fundoplication was appropriate. Conversely, a randomized tri-
al showed that a total fundoplication should not be performed,
as it is associated with a high rate of recurrent dysphagia.’

LHM with partial fundoplication is today the preferred
treatment modality for achalasia in most centers.” Dysphagia
is improved in about 80 to 90 % of patients 10 years after this
operation.®” Recently, POEM has been introduced by Inoue
etal. in Japan.'® At a mean follow-up of 5 months, none of 17
patients had recurrent dysphagia while one patient developed
grade B esophagitis. The resting LES pressure decreased from
a mean of 52.4 to 19.9 mmHg. In 2012, Swanstrom et al.
published the outcome of 18 patients treated with POEM."!
The authors reported three intraoperative complications (two
gastric and one esophageal perforations), which were all
repaired endoscopically. At a mean follow-up of 11.4 months,
dysphagia was relieved in all patients with a drop of the me-
dian Eckardt score from 6 to 0. Post-operative upper endos-
copy showed esophagitis in 28 % of patients, and pH moni-
toring showed pathological reflux in 46 % of cases. In 2013,
von Renteln et al. reported the results of a prospective trial of
70 patients undergoing POEM in FIVE centers in Europe and
North America.'> At 12-month follow-up, 82 % of patients
had remission of dysphagia while 18 % had already recurrent
dysphagia. Symptoms of reflux were reported by 37 % of
patients, and an upper endoscopy revealed esophagitis in
42 % of patients. No Ph monitoring was performed.

Few nonrandomized and retrospective studies comparing
POEM and LHM have been published. Hungness et al. report-
ed the short-term outcomes in 18 patients undergoing POEM
and in 55 patients treated by LHM.'® Post-POEM upper en-
doscopy showed esophagitis in 33 % of patients. Treatment
success, defined as Eckardt score <3 after POEM, was
achieved in 89 % of patients at median 6-month follow-up.
Bhayani et al. compared 64 patients undergoing LHM to 37
who had POEM.'* LES resting pressure was lower after LHM
than after POEM (7.1 vs. 16 mmHg); abnormal acid exposure
by 24-h pH monitoring was observed in 39 % of patients after
POEM and in 32 % of patients after LHM, and at 6-month
follow-up, 29 % of LHM patients reported dysphagia to solids
compared to none of the POEM patients.

Based on this limited evidence, POEM seems to be a prom-
ising new procedure. The following concerns, however,
should be taken into consideration before this technique be-
comes the treatment modality of choice: (1) POEM requires
advanced technical skills; (2)perforation of the esophagus or
stomach has occurred in all the published studies, and this
event can be potentially fatal; (3) even though a decrease in
LES pressure has been documented, the mean post-procedure
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LES pressure remains between 15 and 20 mmHg, higher than
then 10-mmHg cutoff which is a predictor of long-term
failure;'” (4) the experience with POEM replicates the prob-
lem of a high incidence of gastroesophageal reflux encoun-
tered after LHM without a fundoplication; (5) while in case of
recurrent dysphagia after LHM, pneumatic dilatation or a redo
myotomy has proven to be very effective,®'® it is unclear how
safe and effective it is after POEM; and (5) the success rate of
POEM is 100 % in some studies,'®'* but only 82 to 89 % in
others after a very short follow-up.'*'* These results raise
issues about advising patients to have POEM instead of
LHM as primary treatment modality. A LHM has been shown
to improve dysphagia in about 80 to 90 % of patients 10 years
after the operation.*” For POEM, only short-term follow-up,
between 6 and 12 months, is available. Therefore, randomized
controlled clinical trials comparing POEM to LHM and PO-
EM to pneumatic dilatation are needed before endorsing the
use of POEM as the treatment of choice.

Esophageal Achalasia: POEM (Dr. DeMeester)

In 2007, Pasricha et al. described an endoscopic technique to
divide the circular fibers of the LES."® Since Inoue’s first
procedure in 2008, there have been numerous POEM proce-
dures performed worldwide.” While most are done for acha-
lasia, the indications have expanded to treat esophageal spasm
or delayed gastric emptying and to remove benign esophageal
tumors.'” '? Nevertheless, based on early results of POEM, a
few conclusions can be drawn.

POEM is safe, even during the learning curve, as there has
been not a single death documented after POEM.?*?! Capno-
peritoneum occurs commonly, but decompression is neces-
sary in only 5-10 % of patients. Bleeding from large submu-
cosal vessels while creating the submucosal tunnel can be
problematic, but it can be controlled with bipolar forceps,
and with experience, it is much easier avoided. Delayed bleed-
ing occurs rarely, although in some cases, reexploration of the
tunnel has been required.”* Another occasional source of mor-
bidity is the mucosal closure, and a leak into the submucosal
tunnel should prompt reexploration. The most serious compli-
cation has been a contained esophageal perforation at the level
of the gastroesophageal junction.'® Treatment consisted of
endoscopic and laparoscopic evaluation of the area with place-
ment of drains. Overall, POEM has a remarkably little mor-
bidity, although most cases are done in centers with great
experience in the treatment of esophageal disorders.

POEM results in significant improvement in dysphagia. In
a series of 20 patients, the median Eckardt score at 1 month
after POEM was 1, down from 6 pre-POEM, and over half of
the patients had complete resolution of dysphagia. These re-
sults persisted with longer follow-up: at 18 months, the medi-
an Eckardt score was 0, most patients had no dysphagia, and

all were satisfied with the results. The median emptying at
5 min by timed barium swallow had improved from 48 to
100 % at 6 months post-POEM."" Similarly, in an internation-
al, multi-institution series of 70 patients, the median Eckardt
score had dropped from 7 to 1 at 3 months and success was
achieved in 97 % of patients. At 12 months after POEM,
sustained success was present in 82 % of patients, and the
mean Eckardt score was 1.7 in 51 patients followed-up.'?

Any procedure that opens up the LES improves esophageal
emptying but leads to reflux. In the series by Swanstrom et al.,
44 % of patients reported heartburn after POEM, and all were
taking acid suppression medications. Erosive esophagitis was
seen in 28 %, and 46 % of patients had increased esophageal
acid exposure.'' In the international series, 37 % of patients
had reflux symptoms and 42 % had erosive esophagitis
12 months after POEM.'?

Compared to a LHM with partial fundoplication, POEM
has been shown to have a similar outcome in two retrospective
comparative studies.'>'* In the series by Hungness et al., op-
erative times were shorter with POEM, but complications and
the median length of stay were similar. In the series by
Bhayani et al., the median operative time and hospital stay
were shorter for POEM, but complications were similar. The
post-operative Eckardt scores were lower after POEM, and all
patients had relief of dysphagia compared to 97 % after LHM
and partial fundoplication. Heartburn, regurgitation, and chest
pain were similar; the absolute and relative decreases in LES
resting pressures were similar, although the resting pressure
was higher after POEM, and the frequency of increased acid
exposure was at about 35 % for each procedure.

In summary, POEM has largely been performed mostly in
international centers with an interest and experience in esopha-
geal disorders. In this setting, the procedure has been safe and
able to palliate symptoms in the short-term. Longer follow-up
and randomized and prospective trials are needed to define the
role of POEM in the treatment algorithm of esophageal achalasia.

Transgastric Route in Gastrointestinal Surgery (Dr.
Hungness)

The SAGES/ASGE NOTES White Paper in 2005 focused the
attention of NOTES on several areas for what was thought
initially as only TG: access, gastric closure, prevention
of infection, suturing and anastomotic devices, maintain-
ing spatial orientation, development of a multi-tasking
platform, managing complications and hemorrhage, phys-
iologic untoward events, and training.”? Early studies re-
vealed that TG procedures were feasible yet very diffi-
cult, time-consuming, and dependent on industry’s devel-
opment of tools and platforms.

Overall, the number of TG cases performed worldwide is
much less than transvaginal (TV). The main reasons are ease
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of TV access and closure and direct access to the upper abdo-
men without needing retroflexion as in the case of TG chole-
cystectomy and the use of conventional rigid laparoscopic
equipment. Auyang et al. reported that of the first 432 NOTES
cases, only 58 were TG with at least one additional
transabdominal port.”® The recent Euro-NOTES and German
NOTES studies confirmed low TG utilization with 7.5 and
1.3 % rates, respectively.”**> There are minimal and conflict-
ing data regarding infection after the TG approach. The Ohio
State group reported minimal gastric contamination of perito-
neal aspirates and no clinical infection. PPI use did increase
peritoneal contamination but had no clinical relevance.”® In
contrast, Kaehler et al. found a 13 % intrabdominal abscess
rate following TG appendectomy in 15 patients.”’

TG cholecystectomy was initially thought to be the primary
target for NOTES. Early clinical experience, however, revealed
significant technical difficulties. In 2009, Auyang et al. de-
scribed a TG hybrid technique in four patients utilizing balloon
dilation and a specialized locking overtube that stabilizes the
endoscopic instruments in retroflexion.”® Nevertheless, cases
lasted up to 4 h. More concerning was the report of gallbladder
specimens getting stuck at the cricopharyngeus muscle
resulting in at least one esophageal perforation. In 2013, Arrezo
et al. reported that of 423 NOTES cholecystectomies per-
formed, only 12 were TG. Compared with TV, TG had an
increased operative time but similar complication rates.* To-
day, most centers have abandoned TG cholecystectomy.

TG access to the appendix seems instead more feasible.
Arezzo et al. described 33 NOTES appendectomies, 86 % of
which performed with a TG hybrid approach.** Gastric clo-
sure with a commercially available clip resulted in a 96 %
closure rate. The only failure required laparoscopic suturing
to close the gastrotomy. The mean operative time was 100 min
compared to 59 min for the TV approach. The complication
rate was 18 % (one minor, four major). The major complica-
tions consisted of two conversions to laparotomy due to ex-
tensive serosal injury to the cecum and two abscesses in the
pouch of Douglas, which were explored laparoscopically to
ensure that the gastric and appendiceal stump was secure.
Therefore, TG appendectomy appears to be feasible, however,
with a low acceptance rate and potentially high infection rates.

TG approaches have created excitement over the past decade.
The reality, however, is that although clinical feasibility has been
established, more complications and no clear advantage have
been established. Therefore, laparoscopic technique to cholecys-
tectomy and appendectomy still remains the standard of care.

Operative Access: Transvaginal Route in Gastrointestinal
Surgery (Dr. Perretta)

The TV access was chosen for the first human NOTES chole-
cystectomy because of the benefits of an established method
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of access and closure of the entry point, direct line of vision
toward the gallbladder, and the ability to introduce rigid lapa-
roscopic instruments that could assist in different steps of the
procedure.”” *' Since then, TV procedures have used rigid in-
line instruments or a flexible platform. However, the majority
of procedures in Europe have been performed by a rigid hy-
brid technique either by a modified TEM instrumentation or
using laparoscopic rigid instrumentation as described by
Zornig in 2007.%? Zornig’s technique became popular, as it
relies on known laparoscopic skills and instrumentation. The
popularity of this technique was recently highlighted in a re-
port from the German Society of General and Visceral Surgery
with over 488 NOTES cholecystectomies, almost all per-
formed with the Zornig’s technique.””

TV access has a strong track record of safety in gynecology
and, not surprisingly, has been the leading access for NOTES.
With the goal of tracking the evolution of new techniques, a
global European NOTES activity registry was created among
ten centers. An independent nationwide German registry was
also established as an outcome database to allow the monitor-
ing and safe introduction of NOTES.”> According to these
registries, TV NOTES have low complication rate, minimal
post-operative pain, and short recovery time. Different centers
performing NOTES have adapted the techniques according to
their own expertise and comfort level. In general, enlarged
uterus, adhesions from prior pelvic surgery, history of endo-
metriosis or pelvic inflammatory disease, and previous C-
section are the main contraindications.

As of today, there have been 1582 published cases of TV
procedures with an overall complication rate of 7.5 %. The
International Multicenter Trial on NOTES (IMTN)** and the
German Registry D-NOTES? reported good clinical results
of TV NOTES. In the IMTN Study, the complication rate was
6.9 %. Complications requiring intervention were as follows:
intraoperative bleeding, bowel injury (recognized and treated
intraoperatively), and biliary leak from the cystic duct. No
cases of infection following TV NOTES were reported. Bili-
ary leaks occurred in two patients due to inefficient cystic duct
closure. The German D-NOTES group reported 551 cases of
TV NOTES, with a 3.1 % complication rate and a conversion
rate to laparoscopic and open surgery of 4.9 %. Complications
included the following: rectal and bladder injury and vaginal
bleeding. One pelvic abscess after cholecystectomy required
laparoscopic drainage.

Infection is rare in the TV NOTES literature. The risk of
infection associated with a vaginal hysterectomy is as low as
3.9 %,% whereas only two infections occurred among 1077
NOTES cases.”>** One patient developed an abscess in the
pouch of Douglas after a hybrid TV cholecystectomy; another
patient developed an abscess in the right lower quadrant after a
TV appendectomy for gangrenous appendicitis. Therefore, the
concern of an infectious complication due to the TV access is
not justified. Moreover, rectal injury associated with
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culdoscopy using a Veress needle—trocar system has an overall
incidence of 0.65%.* Only two cases of rectal injury have
been described; one was successfully treated nonoperatively,
and the other was closed transrectally.”> These injuries seem to
occur more often with a pure TV access and less often when a
hybrid access is performed to visualize the vagina from the
umbilical port. The German D-NOTES registry describes
three bladder injuries. One injury required intraoperative lap-
aroscopic repair, and two were managed with an indwelling
catheter. The frequency of urinary tract infections is compara-
ble to the rate of urinary tract infections after vaginal hyster-
ectomies (0.68%).%> There has been only one case of
dyspareunia after TV NOTES.*® In addition, female sexual
function is not impaired after TV procedures, although data
in the gynecologic literature is controversial.>” *° Vaginal
bleeding is a rare, self-limited event.

TV approach has proven its feasibility and safety in a large
clinical experience in very specialized centers. However, as
for the TG approach, there seems to be no advantage to the
more traditional and well-established laparoscopic approach.

Multi-Port Laparoscopic Access (Dr. Soper)

The first application of laparoscopy in general surgery was
that of a cholecystectomy, which rapidly became the gold
standard of treatment for gallstones.* Laparoscopic surgery
differs from traditional “open” surgery in many ways: (1) a
satisfactory pneumo-peritoneum must be established, (2)
someone other than the surgeon controls the laparoscopic
view, which is usually two-dimensional and highly magnified,
(3) the surgeon views a video screen not the operative field,
and (4) the laparoscopic ports act as fulcra, so the instruments
move in a direction opposite that of the surgeon’s hands. As a
result, there is a “learning curve” that was initially manifested
by a higher rate of bile duct injuries, particularly early in the
adoption of this technique.*' However, some principles of
open surgery are maintained with traditional multi-port oper-
ations: the ability to provide adequate traction and counter
traction, triangulation of the operative field, and instruments
entering the field off-axis from the visualization.

Despite the increased incidence of bile duct injury with
laparoscopic cholecystectomy, many surgeons rapidly
adopted this technique. Individuals requiring cholecystectomy
began to demand that the operation be done laparoscopically,
and thus, randomized prospective trials were initially chal-
lenging to organize. In 1992, the NIH consensus conference
“Gallstones and Laparoscopic Cholecystectomy” determined
that laparoscopic cholecystectomy “provides a safe and effec-
tive treatment for patients with symptomatic cholelithiasis”
and that “the outcome of laparoscopic cholecystectomy is in-
fluenced greatly by the training, experience, skill, and judg-
ment of the surgeon performing the procedure.”** Also in

1992 was the first of several small prospective randomized
trials comparing laparoscopic to open cholecystectomy.*’
These trials demonstrated that the laparoscopic approach
was associated with less pain, shorter hospitalization, and
more rapid return to full activity.

Over the ensuing two decades, other abdominal operations
were described using laparoscopic techniques: appendectomy,
colectomy, gastrectomy, fundoplication, etc.** Common to all
of these reports was a description of an early learning curve as
surgeons worked out the unique aspects of exposure, retrac-
tion, and manipulation using these novel methods. With each
of these operations, studies have confirmed that the results of
laparoscopy are generally better than those of open operations
due to less pain and fewer complications.*> Multi-port lapa-
roscopy has thus “set the bar” quite high for clinical outcomes.
Nevertheless, surgeons continue to try new approaches to fur-
ther decrease the surgical insult to patients. These include the
use of smaller instruments and thus smaller incisions, while
maintaining the ability to triangulate within the operative field
and to view the target “off line” from the laparoscopic instru-
ments. There are a few small prospective randomized trials,
suggesting that “needle-scopic” (using 2- or 3-mm-diameter
instrumentation) may lead to slightly less pain and improved
cosmetic appearance compared to traditional 5- to 10-mm
laparoscopic ports.*®

More recently, laparoscopic operations have been per-
formed using multiple instruments placed through a single
skin incision. A number of devices have been designed to
allow simultaneous insertion of multiple instruments. The
single-incision approach is limited; however, because the
instruments are placed in line with the endoscope, trian-
gulation of tissue is more difficult, the ability to retract
tissue may be diminished, and the hand pieces of the
instruments often clash outside the body, rendering the
technique more difficult in the average surgeon’s hands.
Concerns have therefore been raised about the safety of
this technique. However, relatively large clinical series
have been published using these single-incision tech-
niques with good clinical outcomes. Several prospective
randomized trials have been published comparing single-
incision versus multi-port access for cholecystectomy, ap-
pendectomy, and other procedures.”” ** Most show that
single-incision access takes longer and does not signifi-
cantly decrease pain or enhance post-operative recupera-
tion. Up to this time, no study has definitively proven the
advantage of fewer incisions compared to multi-port sur-
gery, other than the potential for improved cosmetic ap-
pearance. In fact, one large prospective randomized trial
of single-incision versus multi-port cholecystectomy with
long-term follow-up revealed that the cosmetic results
were somewhat improved with the single-incision access,
but this approach led to a significantly increased risk of
subsequent incisional hernias.’®
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In summary, clinical results of multi-port laparoscopy have
set the bar high for comparison with other minimally invasive
techniques. The use of smaller/fewer incisions may lead to
cosmetic advantages, but clinical outcomes are not superior
to those of multi-port laparoscopy.

Operative Access: Single-Incision Route
in Gastrointestinal Surgery (Dr. Rosemurgy)

The term laparo-endoscopic single-site (LESS) surgery de-
scribes single-site laparoscopy, and it was introduced by a
consortium in 2010.”'

Cholecystectomy is an ideal operation to hone LESS
surgery skills. It is a common operation, and it does not
involve any reconstruction. Its learning curve is definable
and short.”>>* The technique of LESS cholecystectomy
has become standardized, and proficiency can be attained
after about 25 operations.”* While there are some con-
cerns related to the cost due to the use of single multi-
trocar ports, the approach offers other cost savings, such
as with instrumentation. Similarly, LESS cholecystectomy
provides other opportunities, like utilization of epidural
anesthesia, with cost savings and patient satisfaction
(e.g., reduction in post-operative pain).”>

The LESS approach for the treatment of GERD started in
2008. The learning curve was not very long.”® The fundamen-
tals of the operation are the same whether the approach is with
conventional multi-port laparoscopy or LESS surgery, and
thereby, outcomes have shown to be similar. Early in our
experience, we compared the course and outcome after LESS
fundoplication to those after conventional multi-
portlaparoscopy.”” We found that while the LESS approach
required more time, there were no differences between the
approaches in term of outcomes.

LESS Heller myotomy gives a “scarless” alternative while
providing palliation indistinguishable from multi-port
laparoscopy.’® As with LESS fundoplications, and other
LESS operations, the learning curve with LESS Heller
myotomy and anterior fundoplication is definable and short.””
As expected, symptom relief is similar to that of multi-port
laparoscopy, but with better cosmesis, recovery, and patient
satisfaction with the LESS approach.’®’

LESS surgery gives equal access to all quadrants of the
abdomen and pelvis. Thus, the approach lends itself very well
to colectomy. Unfortunately, laparoscopy is applied for a mi-
nority of colectomies and the LESS approach is uncommonly
utilized in patients undergoing laparoscopic operations. How-
ever, there are a burgeoning number of reports supporting
LESS colectomy.®”" A randomized trial comparing LESS
colectomy to conventional laparoscopic colectomy document-
ed safety with lower pain scores and shorter length of stay
with LESS colectomy.®’ For distal pancreatectomy with or
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without splenectomy, the LESS approach requires an extrac-
tion site and this is usually placed at the lateral axillary line to
avoid a scar visible from the front. The extraction site can also
be within the pubic hairline or transvaginal, if the patient so
wishes. The operation is as safe and fast as with a conventional
laparoscopic or robotic approach, and the cosmetic outcome
and recovery is superior to either.

In summary, LESS surgery is safe in very experienced
hands and has a unique cosmetic advantage, and clinical out-
comes are similar to those of multi-port laparoscopy.

Conclusions

A few decades ago, patients requiring cholecystectomy began
to demand that the operation be done laparoscopically. Since
then, multi-port laparoscopy has become accessible to the
general population with results that set the standards. Never-
theless, surgeons have rightly continued to push new ap-
proaches to further decrease the surgical trauma. The real val-
ue of these approaches is unclear, however. The panel recog-
nized that the outcome of these approaches is not superior to
multi-port laparoscopy. Some of the newer approaches, like
POEM, still need to be validated with clinical trials and longer
follow-up before being endorsed as the standard of care for the
treatment of achalasia. TG and TV approaches might be as
safe and feasible as multi-port laparoscopy in very experi-
enced hands, but cost, training, operative time, and tools seem
to limit their application. The panel also acknowledged that
these approaches are generally performed only in few special-
ized centers. As a consequence, these approaches are less ac-
cessible to the general population, as the majority of surgeons
in the community may choose not to adopt the newer tech-
niques. In fact, one of the limiting factors to a wider applica-
tion of some of these approaches is that surgeons may require
a specific training and different tools to reliably address new
challenges. Finally, the panel recognized that considerations
of safety and training must also be considered prior to intro-
duction of newer approaches to clinical practice.

In the 1990s, laparoscopic surgery just “happened.”
Courses in specialized centers where minimally invasive tech-
niques were perfected mushroomed and surgeons flocked to
learn the new approaches. At that time, hospitals required no
specific training experience for these new procedures, no pro-
ficiency assessment prior to their clinical use, and no minimal
practice volume to justify their adoption. There was also no
discussion of performing these operations under an Institu-
tional Review Board or to subject the surgeons to focused
performance practice evaluation. Today, these issues variably
persist with no clear practice guidelines. The panel agreed that
innovations should be carefully tested prior to dissemination
and that should be accompanied by training requirements
geared to achieve proficiency and by methods to evaluate their
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safe adoption in clinical practice. Nevertheless, some progress
has made in the past years, compared to the 1990s. In fact,
while the Joint Commission in 2008 clearly mandated a de-
tailed evaluation of professional performance as part of an
“ongoing” or “periodic” process of granting and maintaining
practice privileges in all medical centers, who and how should
specifically regulate the safe introduction of innovation in
clinical gastrointestinal surgery is still unclear.

Laparoscopy has been a revolution in surgery because
it has allowed performing the same operation done open
with minimal incisions, whereas the newer techniques
allow performing the same operation done
“laparoscopically” with just fewer/smaller incisions, in
the abdomen or in hollow viscera. It follows that the
clinical outcomes of newer techniques are in a few best
hands nonsuperior to the standard of care to date. Con-
sequently, reasonableness would dictate a careful consid-
eration for further adoption by the average gastrointesti-
nal surgeon. The consequence of this logic is proved by
the rapid disappearance of TG and TV approaches from
clinical practice, at least in the USA. On the other hand,
when confronted about embracing and disseminating in-
novative techniques as POEM, which might really have
the best potential application in clinical practice, physi-
cians—potential adopters—and the public—potential
subjects—remain protected by the rigorous techniques
of the scientific method, which is used universally to
validate new knowledge objectively and which should
be used to validate these newer techniques. An example
of this reasoning is given by the vast knowledge gained
in the treatment of achalasia that has been derived from
randomized trials and studies with appropriately long
follow-up published in recent years. The result is that
the surgical treatment of achalasia today is codified and
backed up by strong evidence.

To sum up, without question, innovation should be always
pursued, although with reasonableness, and within the con-
straints of the scientific method.
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