Transoral Incisionless
Fundoplication

funedoepliecaction

PRONUNCIATION: \fon-do-pli-ka-shon\

FUNCTION: noun

: a surgical procedure in which the upper portion of the
stomach is wrapped around the lower end of the esophagus
and sutured in place as a treatment for the reflux of stomach
contents into the esophagus

ﬁ EndoGastric Solutions.




Transoral Incisionless
Fundoplication

A less invasive approach to fundoplication

Fundoplication procedures have been used to effectively treat patients with GERD for over 50 years. TIF is a
fundoplication procedure performed through the mouth, rather than through abdominal incisions.
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£ The transoral incisionless fundoplication (TIF)...adheres to the
fundamental surgical principles which have guided surgical care for GERD
for more than 50 years, specifically the creation of a full thickness gastric
fundoplication in support of the lower esophageal sphincter. 7

ASGS (American Society of General Surgeons) Board of Trustees
in a 2009 position statement in support of the TIF procedure



Clinical Results

TIF performs similarly to the Nissen and Toupet procedures in standard measures of clinical efficacy

TIF Toupet Nissen
GERD-HRQL improved by = 50% 70-92% 65-95% 61-97%
Off daily PPIs 72-97% 65-92% 79-99%
Esophagitis reduced 67-90% 82-89% 86-95%
Hiatal hernia reduced 60-89% 90-95% 87-99%
TIF delivers sustainable results
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TIF reduces the risk of complications associated with more invasive fundoplication procedures

TIF Nissen

Intraoperative complications:

® Perforations 0.1% 1-4%
Postoperative complications:

® Abdominal pain 9-14% 10-40%

® Dysphagia 0-11% 44-90%

® Diarrhea 0-5% 18-20%

® Gas bloat 3-59% 10-82%

® Nausea 2-11% 8-21%
Long-term complications:

® Chronic dysphagia 0% 2-6%

® Gas bloat syndrome 0% 9-62%

® Reoperation 0% 4-8%

Mortality 0% 0.5-3%




£ This is incisionless surgery with REAL results for a lot of
people, and we can do it right now. ?

Mark Gibbs, MD
Little Rock, AR
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TIF valves have a vector volume (3-D manometry) profile similar to those of normal and Nissen valves. This change in pressure and length
of the high-pressure zone (HPZ) is believed to result in antireflux barrier competence.

Viewed endoscopically,
transoral and laparoscopic
fundoplication valves are
very similar.

TIF Laparoscopic Fundoplication



TIF Procedure
TIF Meets Fundoplication Objectives

TIF elongates the esophagus and creates a 270-320° esophagogastric valve incorporating and tightening the phrenoesophageal
membrane. TIF is based on and closely emulates the surgical principles of more invasive fundoplication techniques.

Objectives of Fundoplication

Requirement TIF Toupet Nissen
Tightens greater curve side of cardia (collar-sling) to lesser curve side (clasp) v v v
Submerges distal esophagus into proximal stomach \/ \/ \/
Recreates the Angle of His \/ \/ \/
Creates an evident valve the length of the fundoplication v v v
Enveloped esophagus compresses with increasing intragastric pressure \/ \/ \/
Restores intraabdominal esophageal length \/ \/ \/
Tightens phrenoesophageal membrane v v v
Reduces hiatal hernia <2cm \/ \/ \/
Repairs hiatal hernia >2 cm and allows closure of crura \/ \/
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Step 1: The EsophyX device
is inserted into the esophagus
through the mouth and is
positioned at the junction of
the stomach and esophagus.
Hiatal hernia is reduced by
engaging suction and
positioning the esophagus
below the diaphragm.

Step 2: A full thickness tissue
fold at the gastroesophageal
junction is retracted, wrapped
and anchored using fasteners
equivalent to 3.0 sutures, which
are delivered across the tissue
to complete the plication.

Step 3: The valve is extended
and multiple fasteners (14-20)
are delivered with only a single
device insertion. TIF reconstructs
the primary components of the
antireflux barrier, creating a tight
3-5 cm valve enveloping the
distal esophagus below the
diaphragm.

£ By objective measures, the TIF procedure achieves what
a fundoplication is expected to achieve — improvement in
LES parameters and reduction in acid exposure. 7

Reginald Bell, MD
Englewood, CO



£ The TIF procedure allows us to do a surgical correction without
the same rate of risk, and with faster recovery than what is
associated with more invasive laparoscopic or open procedures. 7

Mike Thomson, MD
Sheffield, UK
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