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ABSTRACT

An incontinence inhibiting or prevention device is provided which can be inserted into

the vagina by a wearer without complicated manipulation or folding of t'he device. The

incontinence inhibiting or prevention device helps inhibit or prevent involuntary urination, including
that which is stimulated by such bodily functions as coughing and sneezing,

voluntary urination. The device may therefore be worn daily during normal activ
place for several days or weeks.
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INCONTINENCE INHIBITING OR PREVENTION DEVICE

Various devices are known for inhibiting or preventing urinary incontinence in women.
One main class of incontinence inhibiting or prevention device includes devices which are located

in the opening of the urethra and block same. Shortcomings of these types of devices include

the fact that they must be removed in order to empty the bladder and replaced with a new device

which proves inconvenient and costly, they are susceptible to causing infection, and they often

cause irritation to body tissue.

Another class of incontinence inhibiting or prevention device includes devices which
catch and/or absorb urine, such as diapeis or pa’ds. Shortcomings of these types of devices
include the fact that they do not provide a woman with any sense of control over the problem of

incontinence and that they must be replaced regularly at significant cost.

A third class of incbntinence inhibiting or prevention device includes devices which are
placed into the vagina fo provide support to the urethra to inhibit or prevent the loss of urine,
including loss of urine upon coughing or sneezing. This third class of device may be left in place
during normal activities and allows for voluntary urination. These devices are normally prescribed
and fitted by a health care professional and require regular visits to a health care professional for
aséessment. Although women are able to learn to remove énd insert these devices, the current
products are mostly configured such that .many women find this task difficult. Con\ientional
devices in this third class of device may be made by casting into a particular shape,' such as a
ring formed with knobs, and must be folded or otherwise manipulated for insertion, are difficult

to reach for removal, or are made such that they expand upon insertion into the vagina and must

be removed regularly, usually daily, td avoid the risk of infection.

It is therefore an object of the present invention to provide an incontinence inhibiting
or prevention device which can be inserted into the vagina without complicated manipulation or
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folding of the device. The incontinence inhibiting Qr.prevention device helps inhibit or prevent
involuntary urination including that which is stimulated by such bodily functions as coughing and
sneezing, while allowing voluntary urination. It is a further object to provide a device which may

be worn daily during normal activities and left in place for several days or weeks at a time.

According to an aspect of the present invention there is provided an intra-vaginal
incontinence inhibiting or prevention device adapted to be inserted into a vagina, the device
comprising a bulbous portion for SUpporting a female urethra .by_ contaéting the vaginal wall
beneath the urethra when the device is in position in the vagina, and means adapted to cooperate
with the bulbous portion for facilitating insertion, repositioning and removal of the device, the

device being capable of substantially retaining its size and shape during insertion of, repositioning

~ within, and removal from, the vagina and when the device is in position in the vagina.

According to another aspect of the present invention there is provided method of

inserting an incontinence inhibiting or prevention device as described herein, comprising the

- steps of separating the labia of the user’s vulva and manually inserting the incontinence inhibiting

or prevention device into the vagina by way of the handle portion, wherein the incontinence
inhibiting or prevention device substantially retains its size and shape during insertion of said

device and during use of-theldevice.

According to yet another aspéct of the present invention there is provided a method

of removing an incontinence inhibiting or prevention device as described herein, from the vagina

of a user, comprising the steps of separating the labia of the user’s qua, gripping the

incontinence inhibiting or prevention device by the hahdle portion, and pulling the incontinence
inhibiting or prevention device out of the user's vagin'a, wherein the incontinence inhibiting or

prevention device substantially retains its size and shape during removal of said devide.
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According to still another aspect of the present invention there is provided a set of
incontinence inhibiting or prevention devices as described above, each incontinence inhibiting or
prevention device of the set being of a different size, whereby to permit selection of a best fit to
inhibit or prevent incontinence end allow for a patient to readily change to a smalle; or larger

incontinence inhibiting or prevention device.

Embodiments of the invention will now be desoribed, by way of example, with ;r,eference
to the accompanying drawings, in which:
Figure 1 is a plan view of an incontinence inhibiting or prevention device according to an
embodiment of the present invention;
Figure 2 is a plan view of an incontinence inhibiting or prevention device according to a second

embodiment of the present invention;

Figure 3 is a plan view of an incontinence inhibiting or prevention device according to a third

embodiment of the oresent invention;
Figure 4 is a perspective view of the incontinence inhibiting or prevention device of Figure 1; and
Figure 5 is a diagrammatic representation of the incontinence inhibiting or prevention device

according to an embodiment of the present invention as positioned in a user.
DESCRIPTION OF THE PREFERRED EMBODIMENTS

Preferred embodiments of the present invention are described below with reference
to Figures 1to 5. Anincontinence inhibiting or prevention device 1 as seen in Figures 1 to 4 may
be described as having three principal portions, a handle portion 2, a bulbous portion 3 and a
leading portion 4. It is, however, understood that these portions preferably form one continUOus
device 1, such segmentation being intended for illustrative and descriptive purposes. Figure 1
lllustrates a device according to an embodiment of the present invention. Figure 2 illustrates a
device according to asecond embodiment of the present invention having a wider bulbous portion
and a length |ese than the device shown in FigUre 1. Figure 3 illustrates a device according to
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a third embodiment of the present invention having a Wideair bulbous portion and a lesser Iength

than the device show in FigUre 2. The principal purpose of the bulbous portion 3 is to come into

contaci with, and support, the urethra of. a wonian in order to inhibit or prevent involuntary
urination including incidences stimulated by such bodily functions as coughing and sneezing. The
bulbous portion 3 has attached theréto on either side, the handle portion 2 and the leading portion
4, respectively. A longitudinal axis 5 and lateral axis 6 is illustrated on both Figures 1 and 4 and
are defined such that latleral axes, one of which being lateral axis 6, are substantially
perpendicular to the longitudinal axis 5. The bulbous portion 3 is preferably circular and
symmetric about the lon-gitudinal axis 5 thus permitting rotation of the device to occur about the
longitudinal axié 5 without compromising the functioning of the device. The direction of insertion
of the device into the vagina is indicated by reference numeral 7 and is substantially parallel to

the longitudinal axis 5.

Extending along the Ioﬁgitudinal axis 5 from the bulbous portibn 3 toward the handle
portion 2, the lateral dimensions of the device decrease until the handie portion 2 is reached.
One purpose of the handle portion 2.is to permit the insertion, repOsitioning, and removal of the
device into and from. the vagina. This decrease in lateral dimensions between bulboﬁs porﬁon
3-ahd handie portion 2 is to facilitate insertion and removal of the device 1. The handle portion
2 is preferably df a shape which facilitates gripping by a hand or the like. As seen from Figure

4 a preferred shape of the handle'portion Is concave to facilitate gripping by a patient.

Extending from the bulbous portion 3 along the longitudinal axis 5 'toward the leading
portion 4, the lateral dimensions of the device decrease. The leading portion 4 is preferably of
conical shape with a rounded fbrward end. Inthis conﬁgurat'ion, the leading portion 4 facilitates

insertion and removal of the device 1. Both the handle portion 2 and the leading portion 4 are

smaller in lateral dimensions than the bulbous portion 3.
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Figure 5 illustrates an incontinence inhibiti'n’g" or prevention device which is in plaoe' in
the vagina. As seen from this drawihg the internal wall of_the vagina is in conta¢t With the
incontinence inhibiting or prevention device 1 and is pushed '0utwardly to support the urethra 8
and thereby limit or prevent involuntary passage of ‘uri‘ne ffom the bladder 9, which is also shown

in Figure 5.

The device is purposed to allow voluntary urination and may be left in place during
normal day-to-day activities, overnight and for several days. The device is washable and may
be ré-used. The device may be manually inserted, repositioned, and- removed by a user.
Frequent visits to health care professionals are thus not necessary in most céses. The size and
shape of the device are substantially non-variable during use, inciuding insertion, repositioning

and removal of the device.

According to an embodiment of the present invention the device may be formed with
a bulbous portion and a receiving portion which may receive a handle or an applicator. In 'this
way, a handle or an applicator may be removably connected to the device for insertion,

repositioning or removal of the device.

The handle portion may act as a push button thereby being capable of being pushed

substantially into the incontinence inhibiting or prevention device and released by being pushed

again.

The device méy be made in a plurality of sizes or may be custom made to fit each

particular case. The material used for the device is preferabiy a medical grade plaétic. Ina

preferred embodiment of the present invention, three standard sizes are provided, i.e. small,
medium and large as are proportionally represented in Figures 1, 2. and 3 respectivély. The
diameter of the bulbous portion may be, respectively, 3.8, 4.3 and 4.8 cm and the overall
length of the device 7.0, 6.9 and 6.8 cm. The three standard sizes may be provided together in
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a bontainer or storage case as a fitting set. Once the appropriate size is determined this
iIncontinence inhibiting or prevention devicé méy be used by the patient. Individual replacement
incontinence inhibiting or prevention devices may be available separately. The storage case may
comprise distinct supportive companments each compartment designed to. house one of the
incontinence inhibiting or prevention devices such that air can circulate around the incbntinence |

inhibiting or prevention devices to permit evaporation of any moisture remaining after one or more
of the inbontinence inhibiting or prevention devices'have been 'washed. A lid of the case may fit '
snugly into the bottom and may include flanges which conform with the shape of each
incontinence inhibiting or pievention‘ device thereby ensuring that when the lid is closed the
incontinence inhibiting or prevention devibes will re'rnain in place during movement of the case,
such as during transportation. The lid may be hinged on one side of the case and may be made

of transparent plastic.

In addition to permitti-ng a determination of the best initial fit to inhibit or prevé-nt nrinary
incontinence, the .set of three sizes of incontinence inhibiting or prevention device will allow for
a patient to move to a larger or smaller incontinence inhibiting or prevention device in order to
accommodate changes in the patient’s body or needs. For example, If vaginal accommodation
occurs, the patient may require a larger incontinence inhibiting or prevention device in order to

maintain continence. A smaller incontinence inhibiting or prevention device may, for example,

be useful if shrinkage occurs.

Although 3 sizes of the device have been described herein, any number of incontinence

inhibiting or prevention devices of varying dimensions could be provided as a set or otherwise.

In order to insert the incontinence Inhibiting or prevention device into the vagina, the
incontinence inhibiting or prevention .device and the vagina are each preferably lubricated with,
preferably, a water soluble lubricant, the labia of the vulva then being separated and the
incontinence inhibiting or prevention device inserted intb the vagina using the handie portion and
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pushed to a position where the ihcontinence inhibiting or prevention device sufficiently suppo\rts
the urethra.

In order to remove the incontinence inhibiting or prevention device, the labia of the
vulva are separated, the handie portion is gripped and the incontinence inhibiting or prevent\ion.

device is pulled out of the vagina.

The incontinence inhibiting or prevention device or set of incontinence inhibiting or
prevention devices according to the present invention may be accompanied by a CD-ROM

containing instructions in addition to a written instructions manual.
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THE EMBODIMENTS OF THE INVENTION IN WHICH AN EXCLUSIVE PROPERTY OR

PRIVILEGE IS CLAIMED ARE DEFINED AS FOLLOWS:

1. An intraévaginal incontinence inhibiting or prevention device adapted to be inserted into
a vagina, said device comprising:
a bulbous portion for supporting a female urethra by contacting the vaginal wall
beneath the urethra when said device is in position in the vagina; and '
means adapted to cooperate with said bulbous portion for facilitating insertion,
repositioning and removal of said deVECe, said device being capable of substantially retaining its
size and shape during insertion of, repositioning within, and removal from, the vagina and when

said device is in position in the vagina.

2. An incontinence inhibiting or prevention device according to claim 1 wherein said
facilitating means comprises a handle portion connected to said bulbous portion and capable of

- being gripped by a hand or the like.

3. An incontinence inhibiting or prevention device according to claim 1 wherein said
facilitating means comprises a handle portion removably connected to said bulbous portion and

capable of being gripped by a hand or the like.

4. ~ An incontinence inhibiting or prevention device according to claim 2 or 3, wherein said
bulbous portion and said handle portion are centered about a longitudinal axis which is '
| substantially parallel to an intended direction of insertion of said device into the vagina:

the lateral dimensions of said bulbous portion decreasing in a direction toward said
handle portion; and

wherein said lateral dimensions of said bulbous portion are defined as those

dimensions that are substantially perpendicular to said longitudinal axis.
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5. An incontinence inhibiting or prevention device according to any one of ¢claims 2 to 4,
further 'compr'ising'a leading portion centered about said longitudinal axis, and located in front of
said bulbous portion having regard to the intended direction of insertion, the lateral dimensions

of said leading portion decreasing in a direction away from said bulbous portion.

6. An incontinence inhibiting or prevention device according to claim 5, wherein the lateral

dimensions of said bulbousfportio.n decrease in a direction toward said leading portion.

7. ~ An incontinence inhibiting or prevention device according to claim 5 or 6, wherein said

leading portion is of generally conical shape with a rounded tip.

8. An incontinence inhibiting or prevention device according to any one of claims 2to 7,

wherein said handle portion is concave.

0. An incontinence inhibiting or prevention device according to any one of claims 2 to 8,
wherein said bulbous portion is generally bulbous in shape and substantially circular in the plane

perpendicular to the intended direction of insertion of said device into a vagina.

10. An incontinence inhibitihg or prevention device according to any one of claims 1 to 9,
wherein the size of said device is adapted for proper functioning, so as to‘achiéve substantially

continuous contact of said bulbous portion with the vaginal wall to effect support of the urethra. '

11. An incontinence inhibiting or prevention device according to any one of claims 2 to 10,

wherein said device is made of medical grade plastic material.

12. An incontinence inhibiting or prevention device according to any one of claims 2 to 11,
wherein said handle portion is adapted to be pushed substantiélly into said incontinence
Inhibiting or prevention device so as to be recessed therein, and wherein said handle portion is
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adapted to reemerge from said incontinence inhibiting or prevention device upon pressing upon

said handle portion.

13. A method of inserting an incontinence inhibiting or prevention device according to any
one of claims 2 to 12, comprising the steps of:

separating the labia of the user’s vulva; and

manually 'insertingsaid incontinence inhibiting or prevention device into the vagina by.
way of the handle portion, wherein said incontinence ihhibiting or prevention device substantially

retains its size and shape during insertion of said device and during use of said device.

14. A method of removing an incontinence inhibiting or preven‘ti\on device according to any
one of claims 2 to 12 from the vagina of a user, comprising the steps of:
separating the labia of the user’s vulva;
gripping the incontinence inhibiting or prevention device by the handle portion; and
pulling said incontinence inhibiting or p\revention device out of the user's vagina,

wherein said incontinence inhibiting or prevention device substantially retains its size and shape
during removal of said device. )

15. A set of incontinence inhibiting or prevention devices according to any one of claims
1 to 12, each incontinence inhibiting or prevention device of said set being of a different size,
whereby to permit selection of a best fit to inhibit or prevent incontinence and allow for a patient
to readily change to a smaller or larger incontinence inhibiting or prevention device.

- 16. A set of incontinence inhibiting or prevention devices according to claim 15, wherein
. said set comprises 3 incontinence inhibiting or prevention devices.




FIG.3

FIG.2

\ ]
., e
aul
f/y/
©o—7" \\\
YN
. - \/ .




CA 02371974 2002-02-15







	Page 1 - abstract
	Page 2 - abstract
	Page 3 - description
	Page 4 - description
	Page 5 - description
	Page 6 - description
	Page 7 - description
	Page 8 - description
	Page 9 - description
	Page 10 - claims
	Page 11 - claims
	Page 12 - claims
	Page 13 - drawings
	Page 14 - drawings
	Page 15 - abstract drawing

