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TITLE
Portable Trans Anal Irrigation Device

Cross Reference to Related Application

[0001] The present application claims priority to and the benefit of U.S.

Provisional Application Serial No. 62/022,121, filed July 8, 2014.

Field of the Disclosure

[0002] The present disclosure is directed to trans anal irrigation (TAI) devices,
methods and systems.

Background
[0003] Many individuals suffering spinal cord injury (SCI) and other medical
conditions (e.g. Cauda Equina, MS, Spina Bifida, and Chronic Constipation) will
need to avail themselves of bowel management treatments along-side their bladder
management program. In terms of SCI users the issues of independence, dexterity,
ease of use are important needs that need to be addressed by a bowel management
program. Users can avail of various solutions such as pharmacological, (laxatives /
suppository), digital stimulation, diet control and others, with the aim of having a
regular bowel management routine without constipation or fecal incontinence. This
concept will focus on trans anal irrigation (TAI) which is a solution for use in bowel
care. TAl is the delivery of water into the colon to flush the system of stool and
create pseudo-continence for the end user. Systems currently on the market allow
the user to utilize a product over the toilet or in a commode/shower chair to introduce
water into the bowel through a rectal catheter (in form of rectal balloons/cones). The
user will introduce an amount of water into the bowel in order to flush out stool

located in the bowel passage. The user will introduce the water, wait for a period of
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time (30+ minutes) and allow gravity to flush the water and stool out of the body. The

user can then have peace of mind through use of the product.

Summary

[0004] Unlike currently available TAI solutions the present mini-irrigation
product provides patients with neurogenic bowel dysfunction an on-the-go bowel
irrigation solution that can help stimulate the bowels as well as clean out remaining
stool and leakage. The mini-irrigation solution may benefit both community and new
patients, as well as those that are using conservative interventions to manage
constipation and fecal incontinence. The mini-irrigation product of the present
disclosure will build confidence while providing users with an option that they can
easily transport and use virtually anywhere.

[0005] The mini-irrigation product of the present disclosure addresses users
such as SCI users, conservative treatments users, general users with bowel
problems (e.g. constipation etc.). Such users typically have the following needs:
[0006] To always be able to completely empty a user’'s bowels so that no stool
is remaining. The present disclosure addresses this need by providing a small
volume wash-out to confirm that no stool is remaining after bowel management and
to build confidence that the user will be accident free.

[0007] To be able to comfortably perform bowel management anywhere e.g.,
on the bed vs. in the bathroom, home vs. a public toilet, etc. The present disclosure
addresses this need by providing a device that is small and can be carried easily and
discreetly.

[0008] The mini-irrigation system of the present disclosure provides a small

irrigation and stimulation device in a robust, easy-to-use, foldable/discreet and
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reusable device unlike other prior art products on the market. The mini-irrigation
system can be inseried and operated with one hand. It ensures that the bowel is
completely empty of the last remaining stool. [t provides a complementary irrigation
solution in line with conservative treatments. These consistent systems maintain a
routine bowel management program and an on-the-go solution 1o help provide
confidence throughout the day. The mini-irrigation system reduces the likelihood of
accidents coming from leakage. The product may reduce the need for stimulation or
suppositories. It has the potential to be inserted and held in place with one hand,
suitable for people with sufficient hand function to undertake digital stimulation.

Brief Description of the Drawings

[0009] Fig. 1 is a perspective view of the mini-irrigation device of the present
disclosure.

[00010] Fig. 2 is a perspective view of the irrigation head.

[00011] Fig. 3 is a perspective view of the device of the present disclosure.
[00012] Fig. 4 is a perspective view of the device from a different angle.
[00013] Fig. 5 is a perspective view of the separate components of the mini-
irrigation device of the present disclosure.

[00014] Fig. 6 is a perspective view of the set up procedure.

[00015] Fig. 7 is a perspective view of the disposal procedure.

Detailed Description of the Embodiments

[00016] Figs. 1 - 4 illustrate an overview of the mini-irrigation device 10 of the
present disclosure. A body interface irrigation arm is indicated generally at 12. It has
a single-use, disposable, cone-shaped irrigation head 14 with easy-to-load and
unload connections. Shaped tubing 16 aids in insertion. A water management unit

18 features a small volume water source in an easy-to-load and unload water
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cartridge 20. It loads directly into the bottom section of a controller 22. The user
interface/controller 22 features an ergonomically-shaped controller unit with an easy-
to-operate control button 24. The water cartridge 20 provides a wave of water from
the cartridge into the body. The benefits to the end user of using this device include
the following. It provides short pulsed irrigation. It has an ergonomic design which is
compact and discreet for use and transport. It can be used in conjunction with
conservative options. The short irrigation pulse may provide additional stimulation.
[00017] How it works is as follows. A discreet, portable, ergonomic, and easy-to-
use mini-irrigation device 10 enables complete emptying of the bowel. Users with a
conservative primary routine can use this solution to gain confidence that their bowel
is empty. The device would be used to remove the final 10% of hard-to-remove stool,
by dispensing water from a small reservoir or water cartridge 20 contained within the
handle or controller 22. The user will load a disposable cone section 14 onto the
head of the device. Then the cone section 14 is inserted at least partially into the
rectum and the control button 24 is pressed to provide a quick wash out of the
rectum. The cone section 14 is disposed of and the controller 22 and water cartridge
20 are retained for further use.

[00018] Figs. 5 — 7 detail the various components in the mini-irrigation solution.
The water management unit 18 is an ergonomically-shaped unit which features a
motor to draw water from the water cartridge 20, a control button 24 and a grip
section or controller 22. The water cartridge 20 is about a 300+/- milliliters water
compartment that is filled with water and loaded into the bottom section of the water
management unit 18. The irrigation arm 12 has a cone irrigation section 14 that is
loaded onto the tubing 16 and disposed of after use. The components can be

separated to improve storage and transport.
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[00019] During set up the user will fill the water cartridge 20 with warm water and
load the cartridge 20 onto the controller 22. The irrigation arm 12 with the cone 14 is
loaded onto the front of the device. The user will press the control button 24 to
release water into the rectum. After use the user will remove the front cone 14 and
dispose of it. In this regard the cone could be made of a flushable, water-soluble
material. The water cartridge 20 and controller 22 will be retained of future use.
[00020] The controller 22 could be provided with the facility to heat the water
prior to dispensing it. The system could be used to deliver medications in the
irrigation fluid, e.g. suppository in liquid format soap and water enema. Flushable
disposal irrigation head cones could be provided. Multi-stem head designs providing
different usages and features could be used. lrrigation plus a mixture can be added
to irrigate to improve performance. There could be manual evacuation and post
check heads on the device. Different main body solutions may be designed to aid
users with limited dexterity such as devices with large handles etc. Storage devices
and cases could be provided to improve on-the-go discretion.

[00021] It should be understood that various changes and modifications to the
presently preferred embodiments described herein will be apparent to those skilled in
the art. Such changes and modification can be made without departing from the
spirit and scope of the invention disclosed herein. For example, the volume of the
water cartridge could be in a range of about 100 milliliters to about 400 milliliters.
Also, the irrigation arm could be made of a flexible material to allow the user to

modify the angle of insertion prior to use.



CLAIMS:

1. An ergonomic portable rectal irrigation device comprising:

a hand-held management unit including a curved controller comprising a
handle having an outer curved profile extending in a first curved direction;

a cartridge for containing a liquid, the cartridge being releasably loaded
adjacent and external to a concave side of the handle’s outer curved profile;

an irrigation arm having an outer curved profile extending in a second curved
direction, the irrigation arm comprising an arcuate shaped tubing defining a lumen
therein, the irrigation arm being removably connectable to the management unit; and

wherein the irrigation arm is connected to the management unit such that the
irrigation arm is in fluid communication with the cartridge, and the second curved
direction of the outer curved profile of the irrigation arm extends in a different
direction than the first curved direction of the outer profile of the handle, the irrigation

arm including a head shaped for introducing liquid into a user’s rectum.

2. The ergonomic portable rectal irrigation device of claim 1 wherein the cartridge

is sized to contain about 300 milliliters of liquid.

3. The ergonomic portable rectal irrigation device of claim 1 or 2, wherein the
controller includes a control button for releasing liquid from the cartridge to the

irrigation arm.

4. The ergonomic portable rectal irrigation device of any one of claims 1 to 3,
wherein the controller is shaped to fit in the palm of a user’s hand and shaped for the
user’s fingers to be wrapped around the cartridge, when the cartridge is engaged

with the controller.
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5. The ergonomic portable rectal irrigation device of claim 4 wherein the controller
includes a control button for releasing liquid from the cartridge to the irrigation arm,
and the controller being configured such the control button is located on the controller
where the user’s thumb can actuate the control button when the controller is resting
in the palm of the user’s hand and the user’s fingers are wrapping around the

cartridge.

6. The ergonomic portable rectal irrigation device of any one of claims 1-5 wherein

the head is cone-shaped.

7. The ergonomic portable rectal irrigation device of any one of claims 1-6 wherein

the arcuate shape of the irrigation arm defines an arc of about 90°.

8. The ergonomic portable rectal irrigation device of any one of claims 1-7 wherein

an outer surface of the cartridge includes grooves.

9. A portable trans anal irrigation device comprising:

a hand-held water management unit having a cartridge and a controller,
wherein the cartridge is configured to contain a liquid;

wherein the cartridge is releasably engageable with the controller; and

wherein the controller is shaped to fit in the palm of a user’s hand and the
user’s fingers will wrap around the cartridge, when the cartridge is engaged with the
controller;

a motor for drawing liquid from the cartridge, the motor being mounted in the
controller and in fluid communication with the cartridge when the cartridge is engaged
with the controller;

an irrigation arm defining a lumen therein and being removably connectable to
the controller and, wherein the irrigation arm is connected to the management unit
such that the irrigation arm is in fluid communication with the motor, the irrigation arm

including a head shaped for introducing liquid into a user’s rectum; and

7
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wherein the controller includes a control button for activating the motor for

releasing liquid from the water cartridge to the irrigation arm.

10. The device of claim 9 wherein the cartridge is sized to contain about 300

milliliters of liquid.

11. The device of claim 9 or claim 10 wherein when the controller is resting in the
palm of the user's hand and the user’s fingers are wrapping around the cartridge, the
control button is located on the controller where a user’s thumb can actuate the
control button.

12. The device of any one of claims 9-11 wherein the head is cone-shaped.

13. The device of any one of claims 9-12 wherein the irrigation arm includes shaped

tubing having an arcuate shape.

14. The device of claim 13, wherein the arcuate shape of the irrigation arm defines

an arc of about 90°.
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