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COLOSTOMY BALLOON PLUG
FIELD OF THE INVENTION

Anal or colostomy plugs are medical devices that allow aic in the anal
cavity and block leaks from the anal cavity ottering a patient a few hours of a fecal
mncontinence free hife. Patients with mild bowel incontinence, who may just have
streaks of stool passing involuntarily, usually tind these protective products very

convenient and efficient.

BACKGROUND OF THE INVENTION

Milions of people suffer with the condition of bowel incontimence.
The lack of bowel control causes people embarrassment and unsanitary episodes,
quite often leading to social 1solation. Treatments for the condition range from
conservative treatment to radical treatment such as surgery. However, many
pattents do not respond to conservative treatment and, tor various reasons, are not
candidates for surgery.

The prior art discloses devices which are used to help sufferers of

bowel incontinence with devices to control the condition in order to lead a normal

fifestyle. One such device s disclosed in U.S. Patent No. 4,831,422 (Fisher et al).
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The device 1s a probe having dual multiple parallel conduits and one intlatable
balloon. The transmussion and monitoring of reflected (Infrared) IR light
generates an alarm signal when a predetermained amount of reflected IR light is
measured. IR light s retlected in response to fecal mass.

Another device 13 a colostomy balloon catheter thar has multiple
parallel conduits with a hydrophobic filter as disclosed m U.S. Patent No.
8,282,597 (Ellott et al.) The multiple parallel condutts are divided mnto two parallel
conduits. A first condutt terminates in a one-way valve. A syringe 13 attached to the

one-way valve. Atr, saline solution or stertlized water can be introduced through

the one-way valve and mtlate the ballcon about the two parallel conduits.
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second parallel condulr termainates in a charcoal filter tor elimination of bowel gas.

The one-way valve prevents deflation of the balloon unless the conduit s cut fo
aliow the fluid from the balloon to exit and detlate the balloon.

Most bowel control devices mclude electronics for sensing and
alerting the user to the presence of fecal mass to avoid incontinent episodes. There
15 a need i the pror art for an mexpensive, colostomy balloon plug which can be
used to prevent incontinent episodes. The plug can be used in both the rectum and

in a stoma.
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SUMMARY OF THE INVENTION

An aspect of the invention is defined in the independent claim. Some optional
features of the invention are defined in the dependent claims.

The colostomy balloon plug device including a proximal end and a distal end,
comprises three parallel conduits including a largest central first conduit, a shorter parallel second
conduit and a shortest parallel third conduit, wherein the largest central first conduit having a
distal first end and a proximal second end. A first balloon is provided surrounding the largest
central first conduit and the shorter parallel second conduit at the distal end of the colostomy
balloon plug device. The first balloon has a diameter, when inflated, ranging from 3.5 cm to
4.5 cm. A second balloon is provided surrounding the three parallel conduits at a central portion
of the colostomy balloon plug device between the distal end and the proximal end of the
colostomy balloon plug device. The second balloon has a diameter, when inflated, ranging from
1.5 cm to 3.0 cm. The second shorter parallel conduit includes a first end and a second end, the
shorter parallel second conduit being in fluid communication with the first balloon on the first
end of the shorter parallel second conduit and in communication with a first one-way valve on
the second end of the shorter parallel second conduit. The shortest parallel third conduit includes
a first end and a second end. The shortest parallel third conduit is in fluid communication with
the second balloon on the first end of the shortest parallel third conduit and is in communication
with a second one-way valve on the second end of the shortest parallel third conduit.

Two inflatable balloons are provided to allow the colostomy balloon plug device
to be held securely in the rectum of a patient. The two balloons are respectively provided at one
end of the colostomy balloon plug device and along the body of the colostomy balloon plug
device. The colostomy balloon plug device is divided into the three parallel conduits, two of the
conduits are used to pass a fluid or gas to inflate the balloons and the other conduit is larger and
centrally positioned to allow gas to leave the rectum or stoma. The two balloons are placed on
the outside of the device around the one of the smaller conduits and the central larger conduit at
one end of the device and around all three of the conduits at a point near a central section of the
colostomy balloon plug device. The two smaller conduits each have a balloon on one end and
terminate in a one-way valve, or a male female connection on their other end. A syringe can be
attached to the end of the smaller conduits that terminate in the one-way valve or the luer-lock
type connector. Air, saline solution or sterilized water can be introduced using the syringe to
thereby inflate the two balloons about the multiple parallel conduits. A first balloon, which is

closest to the distal end of the colostomy balloon plug device, inflates to a
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diameter between 3.5 cm and 4.5 cm. The second balloon, which is located at approximately
the center of the colostomy balloon plug device, inflates to a diameter of from 1.5 cm to 3.0
cm about all three of the parallel conduits. The largest central conduit is open at the end that
is inserted into the rectum or stoma of a patient and terminates in a combined hydrophobic
and charcoal filter for elimination of bowel gas and the like, at the other end. The one-way
valves located along the ends of the two smaller conduits prevent deflation of the balloons.
Cutting of the smaller two parallel conduits allow the fluid or air from the inflated balloons
to exit and deflate the balloons.

The various exemplary embodiments may provide an inexpensive
colostomy balloon plug device.

The colostomy balloon plug device according to the various exemplary
embodiments has two one-way valves that control inflation of the two balloons about
the body of the plug device.

The various exemplary embodiments may provide a plug device which
must be destroyed by cutting of the two smaller conduits to allow removal to ensure only
a single use.

These and other objects of the invention will become apparent to one of

ordinary skill in the art after reading the disclosure of the invention.
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BRIEF DESCRIPTION OF THE DRAWINGS

FIGURE 1 is a side view of the colostomy balloon plug. FIGURE 2 is an alternate
embodiment of the colostomy balloon plug.

FIGURE 3 is an alternate embodiment of the colostomy balloon plug.
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DETAILED DESCRIPTION OF THE INVENTION

A colostomy balloon plug device 10 includes a distal end 70 and a
proximal end 71. The colostomy balloon plag device 10 i provided having three
patallel conduits 22, 24, 26. The colostoray balloon phug device 10 inchudes a first balloon
36 surrounding the colostomy balloon plug device 10 near the distal end 70 thereof and
surrounds two of the parallel conduits 22, 24. The first balloon 36 has a diameter 80

e -

ranging from 3.5 om to 4.5 cm upon doflation. A secend halloon 35 18 provided

surrounding a central portion 42 of the colostomy balloon plug device 10, and as such

~

surrounds a central portion of a largest central first conduit 24 and a shorter parallel
second conduit 22 and 1s located at a first end 15 of a shortest parallel third condut 26.
As such, the second halloon 35 15 posttioned between the distal end 70 and the proximal
end 71 of the colostomy balloon plug device 10. The second balloon 35 has a diameter 90

ranging from 1.5 cm to 3.0 cm upon milation.

The three parallel conduits 22, 24, 26 are comprised of the largest central
first conduit 24, the shorter parallel second conduit 22 and the shortest parallel third
conduit 26. The largest central first condust 24 includes a distal first end 28 and a

prozimal second end 76. The largest central first conduit 24 has an overall length 50

ranging from 4.0 cm to 10 cm,

The shorter parallel second condutt 22 mcludes a fist end 19 and a
second end 18, The shorter parallel second conduit 22 13 in fhud communication with
the first balloon 36 on the fust end 19 of the shorter parallel second conduit 22 and n
communication with a first one-way valve 31 on the second end 18 of shorter parallel
second conduit 22,

The shortest parallel third conduit 26 includes a first end 15 and a second
end 14, The shortest parallel third condut 26 1s in fluid communication with the second
balloon 35 on the first end 15 of the shortest parallel third conduit 26 and m
communication with 2 second one-way valve 35 on the second end 14 of the shortest
paralle} third conduit 26.

Referring to Figure 1, and as discussed above, the colostomy balioon plug
device 10 is formed by the three parallel conduits 22, 24, 26 forming the body 20 of the
device. The overall length 50 of the body 20 of the colostomy hailoon plug device 10

ranges from 4 cm to 10 cm depending on size of 2 patient. The largest central first
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conduit 24 has a diameter 40 of approximately 1 cm. The shorter parallel second conduit
22 and the shortest parallel third conduit 26 each have a diameter of approxumately 1 mm.

The largest central first conduit 24 terminates with an opening 29 at distal
fiest end 28 of the largest central fixst condust 24, Spaced from the distal fiest end 28 and
encircling the body 20 of the colostomy balloon plug device 10 at the distal end 70
thereot, in particular, encircling the largest central first conduit 24 and the second shorter

condutt 22, 15 2 first ballc

w1 36 with a diameter 80, when nflated, rangmg fromn 3.5 o -

4.5 cm. The first balloon 36 15 in fluent commumication with the second shorter parallel
conduit 22 at the first end 19 of the shorter parallel second conduit 22. The shorter
parallel second conduit 22 extends from the first balloon 36 to, and terminates in, a first
one-way valve 32 on the second end 18 of the shorter paraliel second conduit 220 The
first one-way valve 32 1s oriented to prevent the discharge of liquid or air from the furst
balloon 36 once the first balloon 36 has been nflated as described below.

Along the body 20 of the three parallel condutts 22, 24, 26 1 a second
balloon 35 which s 1n fluid communication with the shortest parallel third conduit 26.
The second balloon 35 is proximally positioned relative to the first balloon 36 and 13
therefore positioned along the colostomy balloon plug device 10 along a central portion
42 thereof. The second balloon 35 encircles the body 20 of the colostomy balloon plug
device 10 at the central portion 42 and consequently encircles each of the three parallel
conduits 22, 24, 26. The second balloon 33, when mflated, has a diameter 90 ranging
from 1.5 e - 3.0 e The shortest parallel thurd conduit 26 15 m fluent communication
with the second balloon 35 at the first end 15 of the shortest paraliel third conduit 26. The
shortest parallel third conduit 26 extends from the second balloon 35 to, and terminates
in, z second one-way valve 33 at the second end 14 of the shortest paraliel third condust
26. The second one-way valve 33 s otiented to prevent the dischatge of bquid or air
from the second balloon 35 once the second balloon has been inflated as described
below.

A syringe 52 15 provided for connection to a fist extension conduit 54
The end of the first extension conduit 54 opposite the syrmge s then connected to the
one-way valve 32, which 1s preferable a luer-lock type connection, located on the second

end 18 of the shorter parallel second conduit 22 The syrmge 52 18 also provided fo

=

connection to a second extension conduit 55, the opposite end of which is connected to
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the second one-way valve 33 located on the second end 14 of the shortest paraflel third
conduit 26. The first and second extension conduits 54 and 55 have a diameter of
approsimately 2 mm. In the alternative, and with reference to Figure 2, one extension
conduit can be used for sequential connection to each of the shorter parallel second
conduit 22 and the shortest paraliel third conduit 26, via male/fermale connectos, for
inflation of the first and second balloons 36, 35.

The syringe 52 may be abulb or plunger type. In practice, the syringe 52 1s
charged with 40 cabic centimeters {cc) to 50 cc of air, saline or sterdized water. After the
first and the second conduits 54, 55 have been connected to the first and second one-way
valves 32, 33 of the shorter parallel second conduit 22 and the shortest parallel third
condutt 26, the syringe 52 13 used to mftate the first and second balloons 36, 35 as will be
explamed below m greater detad. In the alternauve, and as shown with reference to Figure
3, the first and second one-way valves 32, 33, can be replaced with male /female luer-type
connectors 74, 75 at the fespective ends 18, 14 of the shorter parallel second conduit 22
and the shortest parallel third conduit 26. When this alternative embodument s emploved

1

the first and second cne-way valves 32, 33 are located at the end of the extension

J

condutts 54, 55.

k connections 56, 57 are provided at the ends 59, 60 of the
extension conduits 54, 55 to enable connection of the syringe 52 to the extension
conduits 54, 55. A luer-lock connection is one that contains grooves so that a syringe 5
can be securely screwed to it. The luet-lock type connections 36, 57 are jocated at the
ends 59, 60 of the extension conduits 54, 55.

As mention above, the largest central first conduit 24 mcludes g distal first
end 28 and a proximal second end 76. The distal first end 28 of the largest central first
condutt 24 defines a hydrophobic tp 77 at the distal end 70 of the colostomy balloon
plug device 10.  Secured to the proximal second end 76 of the largest central first conduit
24 s a fiter 44, which 1s therefore located at the proximal end 71 of the colostomy
balioon plug device 10. The flter 44 is preferably formed by 2 charcoal filter sandwiched
by two hydrophobic filters and such defines a combmed charcoal and hydrophobic filter.
A filter cap 46 can be used to close off the filter 44 at the proximal second end 76 of the

targest central first conduir 24.
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To use the colostomy balloon plug device 10, the user grasps the bady 20
of the three parailel conduits 22, 24, 26 below the first balloon 36, that s, between the
first balloon 36 and the proximal end 71 of the colostomy balloon plug device 10.
distal first end 28 of the largest central first conduit 24, and consequenty the distal end 70
of the colostomy balloon plug device 10 is mserted into the rectum or stomag, of a patient
approximately three inches or to a depth recommended by the doctor such that the tirst
balloon 36 15 aligned with the sphincter. Once in place, and with the first extension
condutt 54 secured to the shorter parallel second conduit 22, the syringe 52 ts mnserted
into the luer-lock type connection 57 of the first extension conduit 34 to mject the air,
sterile water, or saline solution through the shorter parallel second conduit 22 to inflate

the balloon 36 with 40 cc to 50U cc of aw, sterile water, ox salive sclution so 23 to expand
the first balloon 36 to a diameter 80 ranging from 3.5 e to 4.5 con. The first extension
conduit 54 can be attached before or after the device 10 15 mserted. Once mflated, the
fust balloon 36 15 seated against the sphincter. After mflation, and with the secend
extension condut 55 secured to the shostest parallel thad conduit 26, the sytinge 52 18
nserted into the luer-lock type connection 36 of the second extension condwt 35 to

nject the air, sterile water or salme solution through the third shortest parallel conduit 26
> (&

to mflate the second balloon 35 with 40 cc to 50 cc of air, sterde water, or saline solution

1
3

s0 a3 to expand the second balloon 35 to a diameter 90 ranging trom 1.5 crnto 3.0 cmand
to prevent the device 10 from falling out of the rectum or stoma of the patient. The
syringe 52 is then disconnected from the luer-lock type connection 56.

The colostomy balloon plug device 10 is particalady useful for those
patients who are able to maintain a regular schedule of bowel movements. At the
apptropriate tune, as scheduled or as sensed by the user, the colostomy balloon plug
device 10 can be moved to allow bowel movernent. As mentioned above, the first and
second one-way valves 32, 33 do not allow the discharge of liquid or atr from the first and

second balloons 36, 35, As such, and in order to deflate the balloons 36, 35 for the

i

removal of the colostomy balloon plug device 10, the user mwust cut the second shortex

Q.

and third shortest parallel condats 22, 26 at a locauon distal to the respective first an
second one-way valves 32, 33 so that fluid withmn the first and second balloons 36, 3515
allowed to extt thxough the shorter parallel second condwit 22 and the shortest thied

1

parallel conduwit 26. Once deflated, the colostomy balloon plug device 10 can be removed.
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The largest central first conduit 24 is open at its two ends 28, 76, and gas
is, therefore, allowed to pass through the colostomy balloon plug device 10. The tip 77 of

the colostomy balloon plug device 10 at the distal first end 28 of the largest central first

conduit 24 is preferably formed of silicone. The tip 77 18 defined by the opening 29 at the

distal first end 28 of the largest central first condwt 24 and allows gases to pass

i
1
i

therethrough. The largest central first conduit 24 is also provided with a combined

-
77

charcoal and hydrophobic fileer 44 at its proximal second end 77 o eliminate odors of
gases passing through the colostomy balloon plug device 10. An optional cap 46 for the
filter 44 can be provided to protect the filter 44.

While the mvention has been described with reference to a preferred

emmbodiment, varations and modifications would be apparent to one of ordinary skdl in

the art. The nvention s mtended to encompass such varations and modifications

without departing from the scope of the invention.
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CLAIMS:
1. A colostomy balloon plug device (10) including a proximal end (71) and a distal end
(70), comprising:

three parallel conduits (22, 24, 26) including a central first conduit (24), a shorter
parallel second conduit (22) and a shortest parallel third conduit (26), wherein the central
first conduit (24) having a distal first end (28) and a proximal second end (76);

a first balloon (36) surrounding the central first conduit (24) and the shorter parallel
second conduit (22) at the distal end (70) of the colostomy balloon plug device, wherein the
first balloon (36) has a diameter, when inflated, ranging from 3.5 cm to 4.5 cm;

a second balloon (35) surrounding the three parallel conduits (22, 24, 26) at a central
portion of the colostomy balloon plug device (10) between the distal end (70) and the
proximal end (71) of the colostomy balloon plug device (10), wherein the second balloon
(35) has a diameter, when inflated, ranging from 1.5 cm to 3.0 cm.;

the second shorter parallel conduit (22) including a first end (19) and a second end
(18), the shorter parallel second conduit (22) being in fluid communication with the first
balloon (36) on the first end (19) of the shorter parallel second conduit and in communication
with a first one-way valve (32) on the second end (18) of the shorter parallel second conduit
(22);

the shortest parallel third conduit (36) including a first end (15) and a second end
(14), the shortest parallel third conduit (26) being in fluid communication with the second
balloon (35) on the first end (15) of the shortest parallel third conduit (26) and in
communication with a second one-way valve (33) on the second end (14) of the shortest

parallel third conduit (26).

2. The colostomy balloon plug device (10) of claim 1, further comprising a syringe (52) and
an extension conduit (54) for attachment to the first one-way valve (32) and/or the second

one-way valve (33).

3. The colostomy balloon plug device (10) of claim 1, further comprising a combined
charcoal and hydrophobic filter (44) on the proximal second end (76) of the central first
conduit (24).
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4. The colostomy balloon plug device (10) of claim 1, wherein the shorter parallel second

conduit (22) has a diameter of approximately 1.0 mm.

5. The colostomy balloon plug device (10) of claim 1, wherein the shortest parallel third

conduit (26) has a diameter of approximately 1.0 mm.

6. The colostomy balloon plug device (10) of claim 1, wherein the central first conduit (24)

has an overall length ranging from 4.0 cm to 10.0 cm.



