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Procedures actually done
Adjustable Gastric Band 1331p
Gastric Bypass 6711p
Lap Gastric Bypass banded 1897p

Lap gastric Bypass non banded 3771p

Open Gastric Bypass (72banded)/2p

BPD-D.S. 110p
VerticalGastrectomya { f SS OS¢ 714p
IntragastricBalloon 439p
Metabolic surgery (DJB + metabolic bypass)279p

Subtotal 1 9o84p
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Comparison with bariatric surgery

A Surgery outcomes

Long term efficacy
Higher probability of complications and mortality

Needs for a multidisciplinary team support

A Endolumenabutcomes

Short term efficacy

A Possibilityof weightregain after removal
Lesseprobability of complications and mortality

Needs for a multidisciplinary team support
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Comparison with bariatric surgery

A Comparison with Sleeve gastrectomy

Obesity Surgery, 15, 612-617 mLSG Gagner OBIB Busetto mBIB Weiner
Laparoscopic Sleeve Gastrectomy is Superior to
Endoscopic Intragastric Balloon as a First Stage -
Procedure for Super-Obese Patients (BMI >50) 5
=
[21]
Luca Milone, MD; Vivian Strong, MD; Michel Gagner, MD, FRCSC, FACS
Before Surgery At 6 months
New York Presbyterian Hospital, Weill College of Medicine of Cornell University, Department of
Surgery, New York, NY, USA —+—LSG Gagner = BIB Busettc —a—BIB Weiner
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Comparison with bariatric surgery

A Mortality
i Endoscopic treatment

A Close to zero
I Very low risk
I Surgery
A Mortality depends upon

T Patient clinical conditions

T Medical care environment

I Surgical team expertise
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Comparison with clinicateatment

A Clinical treatment
I Short term efficacy
A Lesser than the balloon

I Improve results when more therapy's are adde
A Diet +Weightloss meds + Exercise

i C levels of patients quitting before the end of treatment

A Balloon

I Short term therapy
I Works solo

i D levels of patients quitting before the end of treatment




Endoscopic treatment of obesity
Current technologies

PRIMARY
OBESITY TREATMENT




Endoscopic treatment of obesity
New technologies
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Allergan® - BIB®
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Helioscopie® - Heliosphere®




Adjustable - Spatz Balloon®




Duo - ReShape®

Courtesy of Dr. Jaime Ponce - USA




Allergan ® BIB ®

n Casuistica Gastro Obeso Center

n Média de perda do excesso de peso_a 6m(%EWL)
MC 35-40 Kg/M2 D 38,1% |
MC 40-50 Kg/M2 D 42,5%
MC > 50 Kg/M2 é 45,3%
n Efeitos colaterais
Nauseas e vOmitos 65%
Dor abdominal 30%
Desidratacao 09%
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National BIB training program 2011

A Training
I SOBEIQ training centers

I Attendees implants under proctorship supervision

ASOBEDSpecialists

I Under Regional Consul of Medicine scrutiny

A First training workshop SP¢2011

I 16 implanted patients
I All under multidisciplinary team followp

I No complications at implant and explants
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National BIB training program 2011

Initial BMI1=36,12
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Helioscopie ® - Heliosphere ®

~ Casuistic

Sao Rafael Hospitali BA

Obesity and Surgery
Treatment Nucleusi BA

Gastro Obeso Centeri SP

Federal University of
Pernambucoi PE

Multrcenter T Braazil

82

38

63

27

53F/ 29M

29F / 9M

48F | 15M

20F/ M

117kg
(817 156)

107Kg
(78 1 132)

98Kg
(75-122)

115Kg
(72-141)

Pre-op

BMI

37Kg/M2
(34-52)
35,7Kg/M?
(32-44)

31,5Kg/M?
(27-48)

35,3Kg/M?
(29-41)

Total
Weight
loss

18Kg

(7-46)
13Kg

(5,8-27,3)
14,7Kg

(101 37,8)
13,6Kg

(10§ 37,8)

%
EWL

38%

52%

34,5%

35,8%
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Endoscopic treatment of obesity
New technologies

RESTRICTIVE PROCEDURES
CONCEPTS
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13 PT

A 40-50BMI
28%EWL

A 3M

Comp

A 1perf

A 2pneumop

Koende Jong, MDet al :
C GastrointEndosc72,3 2040. 49—502




ClinicalTrials.gov Home Search Study Topics Glossary

A service of the LS. National Institutes of Health | Search |

Full Text View Tabular View No Study Results Posted Related Studies

Multi-Center Feasibility Study of Trans-oral Endoscopic Restrictive Implant System (TERIS) for Treatment of Obesity

This study has been completed.

First Received on June 27, 2008. Last Updated on February 7, 2012 History of Changes

Sponsor: | BaroSense Inc.

Information provided by (Responsible Party): | BaroSense Inc.

ClinicalTrials.gov Identifier: | NCT00707720

B Purpose

The Barosense Trans-oral Endoscopic Restrictive Implant System (TERIS) is an investigational system being evaluated for safety The system uses endoscopic guidance to trans-orally implant a restrictive reservoir for food entering the
stomach in obese and morbidly obese subjects to induce early and prolonged satiety. The Intended Use of the system is for the treatment of obesity.

Condition Intervention Phase

Obesity Device: TERIS procedure Phase |

Study Type: Interventional

Study Design: Allocation: Randomized
Endpoint Classification: Safety Study
Intervention Model: Single Group Assignment
Masking: Open Label
Primarv Purpose: Treatment

Prospective, observational study
Tertiary-care referral hospital in Th&letherlands

Results at 3m
- %EWL 2%.
- BMI comes from 42.10 37.9 kg/m2

Complications
-1 perforation / 2 pneumo-peritoneum
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TOGa Sleeve Stapler




Safety, feasibility and weight loss after transoral gastroplasty:
j First human multicenter study

Journal Surgical Endoscopy
Publisher Springer New York
ISSN 0930-2794 (Print) 1432-2218 (Online)
P 1ssue Volume 22, Number 3 / March, 2008
B DO 10.1007/500464-007-9662-5
" Pages 589-558

Subject Collection Medicine

SpringerLink Date Thursgay, November 01, 2007

=%, PDF (476.8 KB) l"3 HTML

3. Deviere! =, G. Ojeda Valdes?, L. Cuevas Herrera?, J. Closset?,
O. Le Moinel, P. Eisendrath!, C. Moreno!, S. Dugardeyn?!, M. Barea?l,
R. la de Torre3, S. Edmundowicz? and S. Scott®

Original article Endoscopy 2008; 40: 406-413
DOI: 10.1055/s-2007-995748

© Georg Thieme Verlag KG Stuttgart - Mew York

Transoral gastroplasty is safe, feasible, and induces significant
weight loss in morbidly obese patients: results of the second
human pilot study

C. Morenol, J. Clossetl, S. Dugardeynl, M. Baréal, A. Mehdil, L.
_Eullignunl, M. Zaleman3, M. BaurainZ, 0. Le Moinel, J. Deviérel
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~~  EndoluminaVerticalgastropasty
BARD®

Fogel R. etal. C linical experience of transoral suturing foran endoluminal vertical
gastroplasty : 1 -year follow -up in 64 patients: Gastrointest Endosc 68(1);51 -8, 2008

Table 1. Baseline Patient Characteristics

Baseline Value

Total Population
Gender, n (%)
Men
Women
Mean age, y + SD [Range]
BMI kg/m2 = SD [Range]

Sub-Population: < 35 BMI
Gender, n (%)
Men
Women
Mean age, y + SD [Range]
BMI kg/m?2 = SD [Range]

Sub-Population: 35-40 BMI
Gender, n (%)
Men
Women
Mean age, y + SD [Range]
BMI kg/m?2 = SD [Range]

Sub-Population: > 40 BMI
Gender, n (%)
Men
Women
Mean age, y + SD [Range]
BMI kg/m2 + SD [Range]

n =103

42 (40.8)

61 (59.2)

39.2 + 11.5 [17 - 69]
38.5 + 6.6 [27.0 - 60.0]

n=31

6 (19.4)

25 (80.6)

40.2 + 13.0 [18 - 69]
31.3 £ 2.2 [27.0 - 34.0]

n =27

7 (25.9)

20 (74.1)

36.4 + 12.0 [17 - 59]
37.0 + 1.3 [35.0 - 39.0]

n =45

29 (64.4)

16 (35.6)

40.2 + 10.0 [21 - 61]
44.4 + 4.9 [40.0 - 60.0]
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Mean Patient Weight Loss

Non reproduced on us TRIMM trial
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Endoscopic Endolumenal Greater
Curvature Plicatioq EGCP

A case series
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CurvaturePlication (EGCIe)a case serie

A Authors
I Manoel Galvao Neto, MD GastroObesoCenter, Sao Paulo, Brazil@
I Natan Zundel, MD Florida International University, Miami, USA

I Josemberg Campos, MD Federal University d?ernambucpRecife, Brazi

I Alonso Alvarado, MD San Fernando Clinic Hospital, Panama, Panama™

I Lyz Bezerra Silva, MD Federal University dfernambucpRecife, Brazil 222

I JorgeOrillag MD San Fernando Clinic Hospital, Panama, Panama

I SohailShaikh, MD University of Maryland St. Joseph Medical Center, USA

I Eddie Gomez, MD Jackson Health System, Miami, USA

I Erik Wilson, MD University of Texas Medical School, Houston, USA

i Christopher Thompson, MD . NRAIKIFY YR 22YSy, Baston, @2SA LA G|
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CurvaturePlication (EGCIe)a case serie

A Background

I Endoscopic endolumenal treatment of Grade | (BMB3D
obesity with EGCP using tlerstitchiM device (Apollo

Endosurgeryinc., Austin, Texas) to reduce stomach size throug
tissue approximation

A Study design
I Cases series under IRB control
A Aim
I Safety, technical feasibility, durability and shtetm efficacy




IBC

INTERNATIONAL
BARIATRIC CLUB

CurvaturePlication (EGCIe)a case serie

A Methods

i 4 female subjects underwent EGCP at @imicaHospital San
Fernando, Panama, juane 2012.

A Casuistic
I BMI of 3035 Kg/mt (mean 32.85)
I Age between 18 and 60 years (mean 25.6y)
I Failure of clinical treatment for obesity

I Main exclusion criteria were significant gastrointestinal diseases
previous digestive surgery
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CurvaturePlication (EGCIe)a case serie

A Procedure
I Inpatient basis, under general anesthesia.

I The procedure is done after endoscopic evaluation of the upper diges
tract and insertion of the@vertube(Guardus USEndoscopiM).

i Interruptedprolene2-n & dzii dzNBK & | NB iffdidd OBRS A
greater curvature creating a tubdeée path, reducing gastric volume.
I Mean operative time was 96 min (8®0 min),

A The longest procedure was in a patient withshaped stomach, making
plication more difficult.



CurvaturePlication (EGCIe)a case serie

A Procedure
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CurvaturePlication (EGCIe)a case serie

A AE and complications

I No intraoperative complications were recorded

I All subjects haggnheumoperitoneumand light abdominal pain,
treated with NSAIDs and were discharged on the following morni

A Patient 2 presented nausea and vomiting, staying a full day in the
hospital.

I A barium swallow was done to assess gastric anatomy
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CurvaturePlication (EGCIe)a case serie

A Results @ 6m

Patient Initial weight | Initial BMI (Kg/n) Final weight Weight loss (Kg) | Final BMI (Kg/m)
(Kg) ()

&4 89.1 32.0 69.5 19.6 24.7
VA 89.0 32.0 75.0 14.0 26.9
<SS 86.9 32.4 69.1 17.8 26.0
4-L.C  [H 35.0 85.0 10.0 32.4
V= 90.0 Kg 32.85 Kg/A  74.65Kg  15.35Kg 27.5 Kg/m




IBC

INTERNATIONAL
BARIATRIC CLUB

CurvaturePlication (EGCIe)a case serie

A Results @ 6m
I In a contrasted radiography, gastric lumen seems to remain reduced,
I All patients still refer early satiety,

A One still refers mild nausea after ingestion of large amounts of foo

I No complications were reported



CurvaturePlication (EGCIe)a case serie

A Conclusions @ 6m

I EGCP as presented Iis feasible with a good safety profile anc

promising early results
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Or not restriction at all...
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Articulated

Circular

Endosccpic

Stapler

SantiagoHorgan et al




Articulation control

lewl ioscope entry)

White orientation marks

Stapler head
attachment

Endoscope exit
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ACE Stapler

Qtanler handla (reticeahle)
apler nandaie (reusapie)

Stapler head and
accessories (single
patient use)

FAaUNC ampiriers andc
1

-

\w syringes (single
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60F Endogastrlc Tube (EGT) and Introducer Bougle
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fSantiago Horgan, M.D.
Mrofessor of Surgery

Mirector Minimally Invasive and Robotic
Surgery

Mirector Center for the Future of Surgery
ﬁDepe . T

UNIVERSITY of CALIFORNIA, SAN DIEGO
4 SCHOOL OF MEDICINE







Proxima‘l) sleeve is
pull? up to the GEJ




®)valenTx



Peristalsis moves food
through the sleeve
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ClinicalTrials.gov (Searct]

A service of the U.5. National Institutes of Health

Full Text View Tabular View No Study Results Posted Related Studies

Feasibility Trial of ValenTx Endo Bypass System

This study has been completed.

First Received on September 21, 2010. No Changes Posted

Sponsor: | ValenTx, Inc.

Information provided by: | ValenTx, Inc.
ClinicalTrials.gov Identifier: | NCT01207804

P Purpose
The purpose of the study is to provide initial clinical data to support the feasibility of use of the ValenTx Endo Bypass system in enhancing weight loss and co-morbidity resolution in morbidly cbese patients.
Condition Intervention
Obesity Device: ValenTx Endo Bypass System

Study Type: Interventional

Study Design: Allocation: Non-Randomized
Endpoint Classification: Safety/Efficacy Study
Intervention Model: Single Group Assignment
Masking: Open Label
Primary Purpose: Treatment

Official Title: A Single Center Feasibility Trial of the Safety and Efficacy of the WValenTx Endo Bypass System in Obese Patients

Collaborative study lead by
UCS Medical Center
Imperial College of London
Conducted at the Hospital San Jose de Monterrey, Mexico,

12 patients

12-weekK trial.

- Patients completing the study achieved an average %EWL 39.5%.
s |
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Before Surgery

Duodenum i/
Jejunum

Small intestine

Stomach

After Surgery

Pouch

Duodenum
(bypassed)

Stomach

| '_ _.(bypassed)

X |

¢ Jejunum

Restriction of
Stomach Volume

Food insulated
from
stomach and
intestinal
wall

Food mixes wit
digestive

enzymes 100 c
in bowel

alenTx
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Proprietary Cuff and anchor system
for attachment at the GEJ “

Sleeve is Removable and
Replaceable

Sleeve is highly-flexible and
compliant

T restricts volume but allows stomach
and intestines to act upon it O.T)vo!enTx
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50.0%
4505 Excess Weight Loss
‘ -All Patients Combined-
40.0% 3559,
37.6%
36595 36.-9%__ge30;,
35.0% T T0%
33.0%
31.6% 33.8 %
30.0% -~ 30.0% {
~<27.5%
25.0% - 26.2 %
£22.0%
20.0% .
S 16.9% 17.7%
15.0% - 16.6 %
10.0% f
8.6%
5.0% Lap-BAND*——Gastric By Pass*
0.0%

DOS week 1 week 2 week 3 week 4 wesk 5 week & week 7 oweek 8 week 9 week 10 week 11 week 12

Seriesl
- 0 ——_———
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45.0%

20.0% —

35.0% — wé—_ :
30.0% T /x' h

25.0% A
20,086 i /
15.0%

10.0%: /

5.0%
0.0%
1 2 3 4 5 & F B a 10 11 12) 13 14 15 1& 17 18 19 20 21 22
PAT'ENT 9 —8— Patiant 9 Patient 11 PATIENT 11
Device in place for 21 weeks Device in place for 16 weeks
Total pounds lost: 76.6 Total pounds lost: 47
Starting BMI: 52 Starting BMI: 46.3
arting . Current BMI: 37
Current BMI: 37 Excess WL 40%
Excess WL: 47% Off diabetic meds immediately




12-week
Excess Weight
Loss

AHigh: 64%
ALow: 25%
AMean: 40%

Comorbidities

ADiabetics (n=4) - resolved
AI—Iypertensive (n=2) - resolved
ADecreased joint pain

AAbiIity to exercise

Almproved quality of life scores
AI—Iigh satisfaction with therapy
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Infection None
Bleeding None
Nausea/vomiting None
Bowel Injury None
Mucosal Injury None
Nutritional Deficiency None
Dumping Syndrome None




ENDOSCOPIC DUODENOJEJUN
BYPASS WITH GI SLEEVE
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2011
2010
2009 TGA Approval
2008 0 CE Mark Obtained
2007 : _ ~__Ist€eemmercial Implant
6 ~ Diabetes Focus
2006 0 __f.----U‘S”“E)besity Pilot

2005 @ 1%tin Man Implant

Over 500 EndoBarrier Implants to date
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A Preclinical studies (rats)

A SpragueDawley rats on higifat diet
A obese and praiabetic

A Surgically implanted with scale model of
EndoBarrier

A Human mechanistic study

Ve

A 17 subjects (suistudy of 071)
A Gl peptide profiles at different time points

A Results reveal common mechanisms with
Rouxen-Y gastric bypass

EndoBarrier for human use
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Daily intake Daily Stool Output
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L
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2 sl Conclusions
% A ELS implantation induces weight loss
~ 5001 A Weight loss results from decreased food
(>3 intake and increased resting energy
L) 4501 expenditure
L A NO evidence of significant calorie

4004 '

Sharh ELS-10 malabsorption

REE = resting energy expenditure *p <0.05
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Fasting Glucose _Insulin Resistance
j 100 i =SSO
'8 T mELS
O O 75 - 5
mE X,
20 | < S
58 3.
I = T
O 251 2
HOMA -IR = fasting glucose x fasting insulin
Oral Glucose Tolerance Test

350

" Conclusions
—
-c - - -
=, el A ELS implantation induces decreased
= fasting glucose and enhanced insulin
(73} 4 e
e = sensitivity
S 100 . L.
© 5O - A ELS results in normalization of oral and
-e—ELS
0 : : : . : : parenteral glucose tolerance
0 20 40 60 80 100 120 140
—=|
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Gastrointestinal Liner

A Impermeable liner

A Anchored in the duodenum, 60 cm long
A Endoscopically placed and removed

A Provides a duodenal-jejunal exclusion

A T2DM and weight loss studied

A Over 1000 patients since 2005
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OBESITY I SAFETY - EFICACY
CLINICAL TRIALS



Surgery for Obesity and Related Diseases xx (2007) xxx—xxx

Original article

SURGERY FOR OBESITY
AND RELATED DISEASES

First human experience with endoscopically delivered and retrieved

duodenal-jejunal bypass sleeve

Leonardo Rodriguez-Grunert, M.D.*, Manoel Passos Galvao Neto, M.D.",
Munir Alamo, M.D.?, Almino Cardoso Ramos, M.D.", Percy Brante Baez, M.D.?,

Michael Tarnoff, M.D., F.A.C.S.¢

“Centro de Cirugia de la Obesidad, Hospital DIPRECA, Las Condes, Santiago de Chile
PGastro Obeso Center, Sdo Paulo, Brazil
“Department of Surgery, Tufts-New England Medical Center, Boston, Massachusetts

Received May 11, 2007; revised June 26, 2007; accepted July 6, 2007



First RE‘ orts 0{_‘ (:'-lSE'S Surgical Innovation
' p o Volume 14 Number 4

December 2007 275-278

Duodenal—Jejunal Bypass Sleeve: © 2007 S Poblion

10.1177/1553350607312501
http:/isri.sagepub.com

A Totally Endoscopic Device for the e el
Treatment of Morbid Obesity

Keith S. Gersin, MD, Jennifer E. Keller, MD, Dimitrios Stefanidis, MD,
Connie S. Simms, RN, Delois D. Abraham, RN, Stephen E. Deal, MD,
Timothy S. Kuwada, MD, and B. Todd Heniford, MD




Surg Endosc
DOT 10 1007 s00464-008-0] 25-4

Open label, prospective, randomized controlled trial

of an endoscopic duodenal-jejunal bypass sleeve versus low calorie
diet for pre-operative weight loss in bariatric surgery

M. Tarnoff - L. Rodricuez - A. Escalona -

A. Ramos - M. Neto - M. Alamo - E. Reyes -
F. Pimentel - L. Thanez

Received: 2 May 2008/ Accepted: 24 July 2008
© Springer Science+Business Media, LLC 2008




RANDOMIZED CONTROLLED TRIAL

A Multicenter, Randomized Efficacy Study of the EndoBarrier
Gastrointestinal Liner for Presurgical Weight Loss Prior to Bariatric

Surgery

Ruben Schouten, MD,* Carianne S. Rijs, MD, 1 Nicole D. Bouvy, MD, PhD,} Wim Hameeteman, MD, PhD,§
Ger H. Koek, MD, PhD,§ Ignace M. C. Janssen, MD, 7 and Jan-Willem M. Greve, MD, PhD*

236 | www.annalsofsurgery.com Annals of Surgery * Volume 251, Number 2, February 2010



ORIGINAL ARTICLE

Open-label, sham-controlled trial of an endoscopic duodenojejunal bypass
liner for preoperative weight loss in bariatric surgery candidates

Keith S. Gersin, MD, Richard I. Rothstein, MD, Raul J. Rosenthal, MD, Dimitrios Stefanidis, MD, PhD,
Stephen E. Deal, MD, Timothy S. Kuwada, MD, William Laycock, MD, Gina Adrales, MD,

Melina Vassiliou, MD, Samuel Szomstein, MD, Stephen Heller, MD, Anne Marie Joyce, MD,

Frederick Heiss, MD, Dmitry Nepomnayshy, MD

Charlotte, North Carolina; Hanover, New Hampshire; Weston, Florida; Burlington, Massachusetts, USA

(Clinical trial registration number: NPT00469391.)

www.giejournal.org Volume xx, No. x : 2010 GASTROINTESTINAL ENDOSCOPY 1
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ELSEVI ER Surgery for Obesity and Related Diseases 5 (2009) 371-374

Surgeon at work
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Weight (kg)
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124.5 +
228.1 +

Total cholesterol (mg/dl)

Triglycerides

175.6 =

23.6 £ 18.3
9.6+ 7.1
8.8x 1.7
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