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BioEnterics® Intragastric Balloon System

The BioEnterics Intragastric Balloon System
filled to 400 cc and 700 cc with uninflated
system in the foreground

Introduction

CAUTION: Thisdevicerestricted to sale by
or on theorder of alicensed physician.

BioEnterics | ntragastric Balloon System
Cat. No. B-40700

TheBioEntericsIntragastric Balloon (BIB™)
System is designed to assist weight loss by par-
tidly filling the stomach and inducing satiety.
The BIB System balloon is placed in the stom-
ach and filled with saline, causing it to expand
into a spherical shape (Fig. 1). The filled bal-
loon isdesigned to act as an artificial bezoar and
move freely within the stomach. The expand-
able design of the BIB System balloon permits
fill volume adjustment at the time of placement
from 400 cc to700 cc. A self-sealing valve per-
mits detachment from external catheters (seeln-
structionsfor Use).

In the BIB System, the BIB System balloon is
positioned within the Placement Catheter Assem-
bly. The Placement Catheter Assembly (Fig. 2)
consists of a 6.5 mm external-diameter silicone
catheter, oneend of whichisconnected to asheath
in which the collapsed balloon resides. The op-
positeendis connected to aL uer lock connector
for attachment to afilling system. Length mark-
ersareprovided asareferenceon thefill tube. A
guide wire is inserted into the silicone catheter
for increased rigidity.

A filling system consisting of an 1V spike, fill
tube and filling valveis provided to assist in the
balloon deployment.

Figurel. Inflated balloon in the stomach
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Figure 2. Placement Catheter Assembly
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Indicationsfor Use

The BIB System is indicated for temporary use
in weight-loss therapy for obese patients who
have significant health risks related to their obe-
sity and who havefailed to achieve and maintain
weight losswith asupervised weight-control pro-
gram (see specific indications below).

The maximum placement period for the BIB
System is 6 months, and it must be removed at
that time or earlier.

CAUTION: Therisk of balloon deflation and
intestinal obstruction (and therefore possible
death related to intestinal obstruction) issig-
nificantly higher when balloons are left in
placelonger than 6 months. Thishasalready
been experienced.

Each physician and patient should evaluate the
risks associated with endoscopy and intragastric
balloons (see complications below) and the pos-
sible benefits of atemporary treatment for weight
loss prior to use of the BIB System.

The BIB System isindicated for:

. Pre-surgical temporary use for weight
lossin severely obese patients (BM|1 40 and
above or aBMI of 35 with comorbidities)
prior to obesity or other surgery, in order to
reduce surgical risk.

d Temporary use for weight loss in obese
patients (BMI 30-39) who have significant
health risksrelated to their obesity and who
havefailed to achieve and maintain weight
loss with a supervised weight-control pro-
gram. The BIB System is to be used in
conjunction with a long-term supervised
diet and behavior modification program de-
signed to increase the possibility of long-
term weight-loss maintenance.

d Temporary use for weight lossin severely
obese patients (BMI 40 or BMI 35 with
comorbidities) who are not candidates for
obesity surgery, in conjunction with along-
term supervised diet and behavior modifi-
cation program designed to increase the
possibility of long-term weight-loss main-
tenance.

CAUTION: Temporary weight-loss treat-
mentshavebeen shown tohave poor long-term
success rates (weight-loss maintenance) in
obese and severely obese patients.

Peatients need to be evaluated and the device re-
moved or replaced every 180 days. Clinical data
doesnot currently exist to support use of anindi-
vidual BIB System balloon beyond 180 days.

Physicians have reported the concurrent use of
medications which reduce acid formation or re-
duce acidity. Silicone elastomer is degraded by
acid. Moderating the pH in the stomach should
prolong the integrity of the BIB System.

The materials used to fabricate this device have
been tested according to SO 10993, the Interna-
tiona Standard for biological evaluation of medi-
cal devices.

War nings and Precautions

The risk of balloon deflation and intestinal ob-
struction (and therefore possible death related to
intestinal obstruction) is significantly higher
when balloons are left in place longer than 6
months or_used at larger volumes (greater than
700 cc).

Deflated devices should be removed promptly.

A patient whose defl ated balloon has moved into
the intestines must be monitored closely for an
appropriate period of timeto confirm itsunevent-
ful passage through the intestine.

Bowel obstructions have been reported due to
deflated balloons passing into the intestines and
have required surgical removal. Some obstruc-
tions have reportedly been associated with pa-
tients who have diabetes or who have had prior
abdominal surgery, so this should be considered
in assessing the risk of the procedure. Bowel
obstructions can result in death.

The risk of intestinal obstruction may be higher
in patients who have had prior abdominal or gy-
necological surgery.

The risk of intestinal obstruction may be higher
in patients who have a dysmotility disorder or
diabetes.




Pregnancy or breast-feeding contraindicates use
of this device. Should pregnancy be confirmed
at any time during the course of treatment, it is
recommended that the device be removed.

Proper positioning of the Placement Catheter
Assembly and the BIB System balloon within
the stomach is necessary to alow proper infla-
tion. Lodging of the balloon in the esophageal
opening during inflation may cause injury and/
or device rupture.

The physiological response of the patient to the
presence of the BIB System balloon may vary
depending upon the patient’s general condition
and thelevel and type of activity. Thetypesand
frequency of administration of drugs or diet
supplements and the overall diet of the patient
may also affect the response.

Each patient must be monitored closely during
the entireterm of treatment in order to detect the
development of possible complications. Each
patient should beinstructed regarding symptoms
of deflation, gastrointestinal obstruction, ulcer-
ation and other complications which might
occur, and should be advised to contact his'her
physician.immediately upon the onset of.such
symptoms.

Patients reporting loss of satiety, increased hun-
ger and/or weight gain should be examined en-
doscopically, as this is indicative of a balloon
deflation.

If it is necessary to replace a balloon which has
spontaneously deflated, the recommended initial
fill volume of thereplacement balloonisthe same
asfor thefirst balloon or the most recent volume
of theremoved balloon. A greater initial fill vol-
umein the replacement balloon may result in se-
vere nausea, vomiting or ulcer formation.

TheBIB System ballooniscomposed of soft sili-
cone elastomer and is easily damaged by instru-
ments or sharp objects. The balloon must be
handled only with gloved hands and with the in-
struments recommended in the I nstructions for
Use.

Contraindications

Use of the BIB System is contraindicated for
weight loss for cosmetic reasons only.

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

Use of the BIB System is contraindicated in pa-
tientswho have had previous abdominal and gy-
necological surgery.

Contraindications for use of the BIB System
include:

* Any inflammatory disease of the gas-
trointestinal tract including esophagitis,
gastric ulceration, duodenal ulceration,
cancer or specific inflammation such as
Crohn’s disease.

d Potential upper gastrointestinal bleeding
conditions such as esophageal or gastric
varices, congenital or acquired intestinal te-
langiectasis, or other congenital anomalies
of the gastrointestinal tract such as atresias
or'stenoses.

* Alagehiata hernia.

* A structura abnormality in the esophagus
or pharynx such as a stricture or diverticu-
lum.

*  Any other medical condition which could
increase the risk of elective endoscopy.

d Psychiatric disorders.

d Prior gastric or intestinal surgery.

®  Alcoholism or drug addiction.

d Patients unwilling to participate in an es-
tablished medically-supervised diet and be-

havior modification program, with amini-
mum of biweekly meetings.

d Patients receiving aspirin, anti-inflamma-
tory agents, anticoagulants or other gastric
irritants.

d Patientswho are pregnant or breast-feeding.




Complications

Possible complications of the use of the BIB
System include:

Intestinal obstruction by the balloon. An
insufficiently inflated balloon or aleaking
balloon that haslost sufficient volume may
be able to pass from the stomach into the
small bowel. It may pass all the way
through into the colon and be passed with
stool. However, if there should be a nar-
row areain the bowel, as might occur after
prior surgery on the bowel or adhesion for-
mation, the balloon may not pass and then
may cause abowel obstruction. If thisoc-
curs, percutaneous drainage, surgery or en-
doscopic removal could be required.

Death due to complications related to in-
testinal obstruction is possible.

Esophageal obstruction. Oncethe balloon
has been inflated in the stomach, the bal-
loon could be pushed back into the esopha-
gus. If this occurs, surgery or endoscopic
removal could be required.

Injury to the digestive tract during place-
ment of the balloon in an improper loca-
tion such asin the esophagus or duodenum.
This could cause bleeding or even perfora-
tion, which could requireasurgical correc-
tion for control.

Insufficient or no weight loss.

Temporary weight-loss treatments have
been shown to have poor long-term success
rates (weight-loss maintenance) in severely
obese patients.

Adverse health consequences resulting
from weight loss.

Gastric discomfort, feelings of nausea and
vomiting following balloon placement as
thedigestive system adjuststo the presence
of the balloon.

d Continuing nausea and vomiting. This
could result from direct irritation of thelin-
ing of the stomach or asaresult of the bal-
loon blocking the outlet of the stomach. It
is even theoretically possible that the bal-
loon could prevent vomiting (not nauseaor
retching) by blocking theinlet to the stom-
ach from the esophagus.

*  Afeeling of heavinessin the abdomen.

®*  Abdominal or back pain, either steady
or cyclic.

d Gastroesophageal reflux.
d Influence on digestion of food.

d Blockage of food entering into the
stomach.

d Bacteria growthinthefluid whichfillsthe
balloon. Rapid release of thisfluid into the
intestine could cause infection, fever,
cramps and diarrhea.

d Injury to thelining of the digestive tract as
aresult of direct contact with the balloon,
grasping forceps;or asaresult.of increased
acid production by the stomach. Thiscould
lead to ulcer formation'with pain, bleeding
or even perforation. Surgery could be nec-
essary to correct this condition.

d Balloon deflation and subsequent replace-
ment.

Complications of routine endoscopy include:

. Adverse reaction to sedation or local
anesthetic.

*  Abdominal crampsand discomfort fromthe
air used to distend the stomach.

d Sore or irritated throat following the pro-
cedure.

*  Agpiration of stomach contents into the
lungs.

d Cardiac or respiratory arrest (these are ex-
tremely rare and are usually related to se-
vere underlying medical problems).

d Digestive tract injury or perforation.




How Supplied

Each BioEntericsIntragastric Balloon System
contains a balloon positioned in a Placement
Catheter Assembly. All are supplied
NONSTERILE and FOR SINGLE USE ONLY .
All components should be handled carefully.

Cleaning I nstructions

Intheevent that the product becomescontami-
nated prior to use, it should not be used but
should bereturned to the manufacturer.

CAUTION: DO NOT SOAK THE PROD-
UCT IN A DISINFECTANT because the sili-
cone elastomer may absorb some of the solu-
tion which could subseguently leach out and
cause tissuereaction.

Instructionsfor Use

The balloonissupplied positioned within the Place-
ment Catheter Assembly. The Placement Catheter
Assembly is taken from the package and inspected
for damage. It should not be used if any damageis
noted. A standby BIB System should be available
at the time of placement.

DO NOT REMOVE THE BALLOON
FROM THE PLACEMENT CATHETER
ASSEMBLY.

A filling system is provided to assist in the bal-
loon deployment.

Note: If the balloon becomes separated from the
sheath prior to placement, do not attempt to use
theballoon or reinsert the ballooninto the sheath.

Balloon Placement and I nflation

The patient is prepared for endoscopy. The
esophagus and stomach are endoscopically in-
spected and the endoscope is removed. If there
are no contraindications, the Placement Catheter
Assembly containing the balloon is moved gen-
tly down the esophagus and into the stomach. The
small size of the Placement Catheter Assembly
alows ample space for the endoscopeto berein-
serted for observing the balloon filling steps.

When it has been confirmed that the balloon is
below the lower esophageal sphincter and well
within the stomach cavity, removetheguidewire.

The balloon is filled with sterile saline. Place
the filling system spike into the sterile saline
bottle or bag fill tube. Attach a syringe to the
filling system valve and primethefilling system.
Connect the L uer-L ock connector on thefill tube
to the filling system valve. Proceed to deploy
theballoon, verifying with the endoscope that the
balloon iswithin the stomach (seefilling recom-
mendations below).

Note: During thefilling processthefill tube must
remainslack. If thefill tubeisunder tension dur-
ing the intubation process, the fill tube may
dislodge from the ball oon, preventing further bal -
loon deployment.

WARNING: Rapidfill rateswill generatehigh
pressure which can damage the BIB System
valve or cause premature detachment.

The following filling recommendations are pro-
vided to avoid inadvertent valve damage or pre-
mature detachment:

*  AlwaysusetheBIB System fill kit provided.

*  Alwaysusea50 cc or 60 cc syringe. Use
of .smaller syringes can result in very-high
pressures of 30, 40, and.even 50 psi, which
can damage the valve.

*  With a50cc or 60cc syringe, each filling
stroke should be done slowly (minimum
of 10 seconds) and steadily. Slow, steady
filling will avoid the generation of high
pressure in the valve.

d Filling should always be completed under
direct visualization (gastroscopy). Integ-
rity of the valve should be confirmed by
observing the valve lumen as the balloon
fill tubeis removed from the valve.

* A balloonwith aleaking valve must be re-
moved immediately. A deflated balloon can
resultinabowel obstruction, which canre-
sult in death. Bowel obstructions have oc-
curred as a result of unrecognized or un-
treated balloon deflation.

Note: Any balloonswhich leak should bereturned
to BioEnterics with a complete returned product
field note describing the event. Your assistance
with our continuing quality improvement efforts
is appreciated.




A minimum fill volume of 400 ml isrequired for
the balloon to deploy completely from the place-
ment assembly. After filling theballoon, remove
the fill kit from the fill tube. Connect a syringe
directly to the fill tube Luer lock and produce a
gentle suction on the placement catheter by with-
drawing the plunger of the syringe. You will not
withdraw fluid as the valve will seal with the
vacuum created.

CAUTION: If morethan 5 ml of fluid can be
removed from the balloon, replacethe balloon.
Fluid cannot be removed from the balloon us-
ing the fill tube because the tip of the fill tube
does not extend to the end of thevalve.

When filled, the balloon is released by pulling the
fill tube gently while the balloon is against the tip
of the endoscope or the lower esophageal sphinc-
ter. Continue to pull the fill tube until it is out of
the self-sealing valve. After release, the balloon
should be visually inspected.

BIB System Placement and I nflation
(step-by-step)

1. _ Prepare the patient according to hospital
protocol for gastroscopy.

2. Perform gastroscopic inspection of esopha-
gus and stomach.

3. Remove gastroscope.

4.  Where there are no contraindications:
a. Lubricate the BIB System placement
sheath with surgical lube-gel.
b. Movethe BIB System gently down the
esophagus and into the stomach.

5. Reinsert the endoscopewhiletheballoonis
insituto observefilling steps. The balloon
must be below thelower esophageal sphinc-
ter and well within the stomach cavity.

6. Remove the guide wire from the fill tube.

7. Attach the 3-way stopcock and 50 cc sy-
ringetotheLuer lock. Insert filling kit spike
into the saline bag fill tube.

8.  Fill the balloon with sterile saline, 50 cc at
atime, open stopcock to the saline bag, fill
syringe to 50 cc, close stopcock to bag,
opening it to the BIB system fill catheter.

9. Slowly fill the balloon 50 cc at atime, re-
peat up to 700 cc (14 strokes). Recom-
mended full volumeisupto 700 cc. Mini-
mum fill volume is 400 cc.

10. After the last stroke pull back on plunger
to create a vacuum in the valve to ensure
closure.

11. Gently pull the tubing out and check valve
for leaking.

Balloon Removal (step-by-step)

1. Anesthetize per hospital and surgeon rec-
ommendationsfor gastroscope procedures.

2. Insert the gastroscope into the patient’s
stomach.

3.  Get aclear view of the filled balloon
through the gastroscope.

4. Insert the needle instrument* down the
working channel of the gastroscope.

5. -Use the needle instrument to.puncture the
balloon.

6.  Push tubing sleeve over the needle and
through the balloon shell.

7.  Removethe needlefrom thetubing sleeve.

8.  Apply suction to the tube until al fluid is
evacuated from the balloon.

9. Remove the tubing from the balloon and
out of the working channel of the gastro-
scope.

10. Insert 2-pronged wiregrasper** through the
working channel of the gastrscope.

11. Grab the balloon with the hooked grasper
(ideally at the opposite end of valveif pos-
sible).

* Wahlen Needle instrument, “Pauldrach Medical”
Adipositas Set: Needle in Teflon tubing sleeve 2.5 mm
diameter or other appropraiate instrument.

** Wahlen Wire Grasper, “foreign body” grasper
(Olympus or other) or other appropriate instrument.




12, Administer 5 mg. of Buscopan to relax
esophageal muscles for when the balloon
is extracted through the neck region.

13.  With afirm grasp on the balloon, slowly
extract the balloon up the esophagus.

14. When the balloon reaches the throat, hy-
perextend the head to allow for a more
gradual curve and easier extraction.

15. Remove the balloon from the mouth.
Balloon Replacement

I1f aballoon needsto be replaced, theinstructions
for BIB Balloon Removal and BIB System
Placement and Inflation are followed. If the
balloon hasnot lost volume et the time of removal,
the replacement balloon may be the same vol-
ume asthe balloon which isremoved. However,
if the previous balloon has deflated prior to re-
moval, the recommended fill volume for the re-
placement balloon is the measured volume of
the balloon removed.

CAUTION: A larger initial fill volumein the
replacement balloon'may result in severenau-
sea, vomiting or ulcer formation.

Warranty and Limitation of
Warranty

BioEnterics Cor por ation warrantsthat reasonable
care was used in the design and manufacture of
this product. Because BioEnterics Corporation
has no control over the conditions of use, patient
selection or handling of the device after it leaves
itspossession, BioEnterics Cor poration does not
warrant either agood effect or against an ill effect
following itsuse. BioEntericsCorporation shall
not be directly or indirectly responsible for any
incidental or consequential loss, damage or ex-
penses directly or indirectly arising from the use
of thisproduct. BioEntericsCorporation'sSOLE
responsibility in the event BioEnterics Corpora-
tion determines the product was defective when
shipped by BioEnterics Cor poration, shall bethe
replacement of the product. This warranty is in
lieu of and excludes all other warranties not ex-
pressly set forth herein, whether expressed or im-
plied by operation of law or otherwise, including
but not limited to any implied warranties of mer-
chantability or fitness for use.

Product Specifications

BioEnterics Intragastric Balloon System,
Catalog No. 40700
(Balloon positioned in placement assembly)

Note: The products are supplied clean, non-
sterile and packaged for use.
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Authorized Training Program and
Product Ordering Information

For additional information, please contact your
local distributor or:

Manufacturer and Distributor
BioEnterics Corporation
1035 Cindy Lane
Carpinteria, California 93013
U.SA.

Tel: (805) 684-3045

Fax: (805) 684-0812

or

European Representative
BioEntericsLimited
Kilbride Industrial Estates
Arklow, County Wicklow
Ireland

Tel: 00 353 402 39194

CAUTION: Thisdevicerestricted to sale by
or on theorder of aphysician.

Thisproduct.isfor export only.

TheBioEnterics|ntragastric Balloon contains
no latex or natural rubber materials.

The BioEnterics I ntragastric Balloon and
accessories are covered by the following U.S.
Patents: 4,930,535; 5,084,061; Australia No.
616,900; Canada No. 1,324,303.

BioEnterics
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An ’NAMED Company

P/IN 94212 Rev: B
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