BIEAE0H28E

—

. e EX

RELE (E8) | §ARE BT HIL K

| AR (asm#) | SEBEAPHABRBEFET XL
el BAREERA
ey ELBEAEMABRBETT PO

HRAANEHFH LR

R MMER M A TR FAiBL HNERBEFEAMERE LM " ERER | B EH
| T B A IERY ~ B TIEF4T, REITHHE > KTHATRNARRRE -
AEBMEZHHFRAKROT R - BBE - B2E - SHEE - R2HALSHEMUIE - §
| RARR S B AR E M Ao A54E » EMEIR VR E - AL RAKR > THELRMWBEHBR ML
|mEBE -

| B k3 BATEEHEA A BMI A% 30 kg/m2 » B2 BR T 4K BN %EE > EHN LB LR EYE
|5 BATIIA 3 - BATCH M BEE 045

A8 RmER R (BMI=50 kg/m2) AR EFMEEALERAAKRMAEE —FBREE  FHBE
TR BBITREFHUARS FEL -

BMI A# 30 kg/m2 m¥ W R FaBOIERERY - KRFTRBRITAAERBEATFH -
BEFHERELERONREMEIERS FIHE

B AR HENT IR R ERERER -

BATIEAR B R% °

CRABEHRFHE -

PEXERGHEEX -

| B RN E R o ERIE -

HILmAAND e

&5 RIEAE R -

BRKRMLRRIMAED RAREBANE —BIHNCAHBABLRBOMHER  BLMaT LA

R RBHZ 2R S THRBAZFTEAFN  LANEREREBFERTEERYBRIF > B8

m*ﬁ%éx%ﬁéﬁﬁ S8R > Bk ey R B M EANRRBLS  BERRFOKEEE

CAHA £ K IR AS PRt o B E T AR AT T R -
BRAKRHEHELOHRAHATE  ALFABRAR  FEARTHIEL TREESS

FEBMREF LW EE -




TRER AT B

o e
£ ME URIVERSITY
ai b VE SURGE

HOEPITA
Efy CEATER

2Ryl

Intragastric Balloon for the
Treatment of Obesity
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Energy Imbalance
A modern society with stone age genes

= Copious supply of food
« Labor-saving technologies - activity is optional
= The net result is Calories In > Calories Out

Impact of Obesity




The Rising Tide of Obesity in USA
NHANES Data, 1960 - 2004

7t

80 |- 7;0'@'5 7
B Obese

196062 7174 76-80 8884 802 200304
Study Years

Overweight = BMI 25 - 30 kg/m?; Obese = > 30 kgim?

Direct Cost * of Chronic Diseases in the
United States

Direct Cost ($ Billions)

Type 2 Obesity : Comnary. Hyper-
Diabetes tension

Walf AM, Colditz GA g 7- “Adjusted to 1995
Hodgson TA, Cahen AJ r

Why do we treat obesity??

» Co-morbidities
* Quality of life

* Survival - Life Expectancy




Obesity Managément Vol.1,

No.1

“We aren't going to cure
obesity with diets.”
George Bray

Pennington Blomedical
Research Center

Medical Therapy

e RtEent]
Minimal Long-term

Weight Loss

= Atwo-year randomized study of
Orlistat among 892 Adults 30-43
kg/m2 found weight loss of 10%
at one year and 8% at two years.™

* Medical complications with
weight loss medicines and dietary
supplements has lead the FDA
to prohibit sale and distribution of
certain drugs.

O “Davidson, MH, ef al JAMA. 1999,261:235.242
Bl

What Are My Options?




BioEnterics
Intragastric
Balloon

Q)

Endoscopic Treatment of Obesity Device Categories

1.0ccupy a space in the gastric lumen

2.Create a restriction in the gastric lumen

3. Alter food absorption

Hashiba, Gastrointest Endoscopy Clin N Am 17 (2007) 545-557

Gastric Volume -

Balloon History

1521:

Early 1980s:

1582:

1982:

1982:

Displacing Weight Loss Device:

Davies (U.K.)

Bezoar

Ballobes

Polyurethane, Air-Filled, 400-500 ml
Frimbergen (Germany)

11 patients with latex balloan
Nieben/Harboe (Denmark)

5 patients with rubber balloon
Miller (USA)

Dog study with polyethylene bottles




Garren-Edwards Bubble

.

History — (

= Sept. 1985: FDA approved Garren-Ed(%ards-fj
Balloon

Clan. 1986: American Edwards initiated 5-
center trial and sales

120,000 sold the first year

[COBetween 1986 & 1988 complications
presented and increased in frequency:

[J1988 FDA restricted the use to
“investigation trials”

[OMay 15, 1988 the company withdrew
the product from the market

Features of Balloons Used in the
1980’s

Complications
GASRIC EROSION 26%
GASTRIC ULCERS 14%
SMALL BOWEL OBSTRUCTION 2% * Not effective
= Unsafe
MALLORY-WEISS TEAR 11%
ESOPHAGEAL LACERATIONS 1%

Benjamin SB et al. Gastroenterology, 1988 Sep;95(3):581-8
Meshkinpour H et al. Gastroenterology, 1988 Sep:93(3):589-92
Kramer FM et al. Arch Int Med, 1989 Feb;

Tarpon Springs Scientific Conference - 1987

= Scientific conference held with 75 international experts from
the fields of gastroenterology, surgery, obesity, nutrition and
behavior medicine to develop a general consensus on this technology/treatment
option
* Conference Conclusians with respect to a Gastric Volume -
Displacing Weight Loss Device:
— Be effective at promaoting weight lass
—  Be filled with liquid (not air]
— Be capable of adjustment ta various sizes
—  Have smooth surface and low potential for causing ulcers and abstructions
— Contain a radicpague marker that allows proper follow-up of the device
ifitdeflates
— Be constructed of durable materials that DOES NOT LEAK




BioEnterics Intragastric Balloon
System

1980’s developed by Dr. Fred Gau and IDC
— Intended to be part of a comprehensive program:

= medical evaluation, behavior modification therapy, psychological
test, nutritional counseling and dietary instruction

1991: first European clinical trial completed
1991 to present: the Balloon is sold to limited

centers in Europe , Australia, South America and
certain countries in Asia

BioEnterics Intragastric Balloon

The Intragastric Balloon is:
« a spherical silicone balloon placed within the stomach
=« filled, under endoscapic guidance, with up to 700 ml of

e rararare (nloem Pt

normal saline |

Balloon and placement catheter |
designed to remain within the : :
stomach for up to six months,
and is then deflated and removed
under endoscopic vision

Old and Current Devices

Comparison




BioEnterics Intragastric Balloon

* The true mechanisms are inconclusive
* Hypothesis for weight loss include:
— Delayed gastric emptying
— Mechanical volume reduction resulting in a
reduction in the capacity to store food

— Hormonal changes which may lead to appetite
suppression and satiety

— Neuronal changes leading to the feeling of satiety

Hashiba, Gastromntest Endoscopy Clin N Am 17 (2007)545-557

BioEnterics Intragastric Balloon

Indications

In patients:

[OWho failed to achieve and maintain weight loss with a
supervised weight control program
Oin patients (BMI 30-39) who have significant health risks

related to their weight

Oin patients (BMI 40 or BMI 35 with comorbidities) who
are not candidates for obesity surgery

[dPre-surgical temporary use in patients (BMI 40 and
above or a BMI of 35 with comorbidities) prior to

obesity or other surgery, in order to reduce surgical
risk

e e apastrc Hadoom Package i

BioEnterics Intragastric Balloon

Contralndications

= Use of the BIB System is contraindicated for weight loss in patients with a BMI less than 30,
unless accompanied by comorbidities associated with obesity that would be expected
ta improve with weight loss

« Contraindications include:

— Patients with previous gastrointestinal surgery
— Any inflammatory disease of the gastrointestinal tract

Potential upper gastrointestinal bleeding conditions

A large hiatal hernia

Astructural abnormality in the esophagus or pharynx

Any other medical condition which would not permit elective endoscopy

— Major prior or present psychological disorder

Aleaholism or drug addiction.

— Patients unwilling to participate in an established medically-supervised diet and behavior
modification program, with routine medical follow-up

— Patients receiving aspirin, anti-infl y agents, antic lants or other gastric
irritants, not under medical supervision

— Patients who are known to be pregnant or breast-feeding

[ |
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Intragastric Balloon

ITALIAN EXPERIENCE WITH THE INTRAGASTRIC BALLOON

18 Center s May 2000 - luly 2007

Patients Comorbidities: 3024

Diabetes Night apnea
Hipertension GERD
Arthrosis Phlebitis
Dislipidemia Amenorrea
Resp. Disf. Others

Ialian experience (G.1LLH)

Study Results

Results (n = 13824)
6 months BMI: 36.9:6.4 (range:27-50 Kg/m? )

45
40

35

Italian experience (G 11..B)




Study Results

EWL / BMI groups
7o

60
WEWL : 33.6 ¢ 18.7 (-3 / 87)
50
py n: 3252
EWL%
30
20
10
25-30 30-35 35-40 40-50 >50
lalian expericnce (G 1L.3) BMI groups
Study Results
Failures

As defined by weight loss < 10 % of initial weight

12.4%
pts. 474/ 3824
sweet eaters, bulimic, grazing pts.

Talian expericnce (G 11.13)

Study Results

Weight Loss Effects on Comorbidities

n=2179 /3824

Ttalian expericnce (G.11.13)




Study Results

Minor Complications

73 /3824 (1.9%)

i st (L1 8}

Study Results

Major Complications

37 /3824 (0.96%)

i exprvmcs 1611 8)

BIOENTERICS INTRAGASTRIC BALLOON (BIB"):
A SHORT-TERM, DOUBLE-BLIND, RANDOMISED,
CONTROLLED, CROSSOVER STUDY ON WEIGHT

REDUCTION
IN MORBIDLY OBESE PATIENTS.

Genco A, Cipriano M, BacciV, Cuzzalaro M, Materia A,
Raparelli L, Docimo C, Lorenzo M, Basso N.

International Journal of Obesity (2006) 30, 129-133




