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PEELABLE AND FLUSHABLE OSTOMY POUCH AND METHOD OF USE

Background and Summary

[0001] The present invention relates to an ostomy appliance for receiving
discharge from a human stoma and comprising:

- attachment means for attaching the appliance to the peristomal
skin surface of a user of the appliance, and

- an ostomy pouch assembly comprising:

- an inner pouch attached to said attachment means and having a
first aperture for receiving the stoma of said user,

- said inner pouch being defined by a flexible body side or proximal
inner pouch wall and a flexible distal inner pouch wall, and one or more
peripherally extending inner pouch sealing seams,

- an outer pouch enclosing said inner pouch, attached to said
attachment means and having a second aperture for receiving said stoma -
and being aligned with said first aperture,

- said outer pouch being defined by a flexible body side or proximal
outer pouch wall and a flexible distal outer pouch wall, and one or more
peripherally extending outer pouch sealing seams.

[0002] In connection with the disposal of the pouch assembly or the entire
ostomy appliance after use thereof when the inner pouch is more or less full -
of stomal discharge, it is important that this can be done in a manner thatis -
convenient for the user of the appliance. This entails that it should not be
necessary to carry the full inner pouch to a disposal site outside the
premises in which the full pouch is to be exchanged with a new, empty
pouch. The best solution to this disposal problem is to flush the inner pouch

out through a toilet.

[0003] Many solutions to this problem have been suggested, for instance in
EP 0703 762, EP 0 611 123, US patent 4,372,308, GB 2227668, WO
0182846, EP 0 703 762, US 5,938,647, US 5,769,831 and US 5,455,091,
the disclosure of which is hereby incorporated herein by reference.

[0004] A fully satisfactory solution has not yet been obtained where the
inner pouch can easily flow through the sewage system and not cause
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clogging and overloading of the sewage treatment facilities, where the
separation of the inner pouch from the rest of the appliance can be achieved
in an easy and secure manner and where the rest of the pouch assembly

can be disposed of in a convenient and hygienic manner.

[0005] It is 2 main object of the invention to provide an ostomy appliance
where the above listed requirements have been met to a higher degree than
before.

[0006] According to the invention, this object is achieved by said one or
more outer pouch sealing seams being manually peelable such that the
attachment forces provided by said one or more peelable outer pouch
sealing seams may be manually eliminated by manually pulling said outer
pouch wall in a direction transverse to said one or more peelable outer

pouch sealing seams.

[0007] Hereby, separation forces are apblied to said one 6r more peelable
outer pouch sealing seams in a direction transverse thereto so as to peel
said outer pouch wall away from the rest of the pouch assembly whereby the
inner pouch can be exposed in a simple and convenient manner that does

not require any special dexterity.

[0008] In the currently preferred embodiment of an ostomy appliance
according to the invention, said one or more outer. pouch sealing seams
peelably attach said distal outer pouch wall to said distal inner pouch wall

and said proximal outer pouch wall to said proximal inner pouch wall.

[0009] Hereby a particularly simple embodiment is achieved, where the
inner pouch sealing seam and the outer pouch sealing seams may be

carried out in one single sealing operation.

[0010] Alternatively, said one or more outer pouch sealing seams may
peelably attach said distal outer pouch wall directly to said proximal outer
pouch wall.

[0011] Furthermore said one or more outer pouch sealing seams may
peelably attach said distal outer pouch wall partly to said proximal outer

pouch wall and partly to said distal inner pouch wall and peelably attach said
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proximal outer pouch wall to said distal outer pouch wall and partly to said
proximal inner pouch wall.

[0012] In said currently preferred embodiment, the inner pouch is attached
to said attachment means by a peelable interior sealing seam extending
around said stoma receiving aperture in said inner pouch. Hereby, the inner
pouch can be detached from the attachment means in a simple and

convenient manner that does not require any special dexterity.

[0013] In said currently preferred embodiment, the material of said inner
pouch walls is biodegradable. Hereby, the load on the sewage treatment

plants is reduced.

[0014] In said currently preferred embodiment said inner pouch walls are
made of a plastic film laminated to a web of a non-woven fibrous material
such as paper, prefefably a paper of a toilet ﬁssue type, said web facing
outwards relative to the interior of said inner pouch.

[0015] Hereby, a particularly efficient and simple manner of obtaining a
peelable sealing seam between the inner pouch walls and the outer pouch
walls is obtained, and tissue paper readily disintegrates in water so that
when discarded into a flush toilet, the fibres of the paper, which are
preferably cellulosic and biodegradable, although not soluble in water,
quickly disperse.

[001 6] Furthermore, the use of paper as the outer layer of the inner pouch
laminated walls affords important advantages regarding the dry strength of
the inner pouch, the soft feel and appearance of the inner pouch and the

disposability of the inner pouch by being flushed through a toilet.

[0017] Paper in dry condition has a relatively large tensile strength, and
thus laminating paperon to a film of plastic material allows using a thinner
film for achieving liquid and gas impermeability as well as sufficient
combined strength. This is advantageous from an economic viewpoint, as
less relatively expensive plastic material is required for the inner pouch
walls. However, the main advantage is that the relatively thin film when
deprived of the dry strength of the paper after being submerged in water is
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prone to being broken up into more easily degraded fragments such that the

effect on the sewage treatment systems is greatly reduced.

[0018] In said currently preferred embodiment. said non-woven material

and/or said plastic film are biodegradable.

[0019] In said currently preferred embodiment. said inner pouch walls are
impermeable to liquid and gas and permeable to odours, and said outer
pouch walls are impermeable to liquid, gas and odours. This allows the use
of a very thin liquid and gas barrier for the inner pouch walls which is of

particular importance for the environmental impact thereof.

[0020] Preferably, said one or more outer pouch peeling seams comprises

a peeling action initiation zone, where said one or more outer pouch sealing -

seams comprises a peak-like extent tapering in the direction opposite a
predetermined peeling direction. Hereby, the area of the peeling seam
where the peeling action is to be initiated is reduced thereby facilitating the
peeling operation.

[0021] Preferably, said one or more outer pouch peeling seems comprises .
a peeling action ending zone, where said one or more outer pouch sealing
seams comprises a peak-like extent tapering in a predetermined peeling
direction. Hereby, the area of the peeling seam where the peeling action is

to be ended is reduced thereby facilitating the peeling operation.

[0022} Preferably, said interior inner pouch sealing seam comprises a
peeling action initiation zone, where interior inner pouch sealing seam
comprises a peak-like extent tapering in the direction opposite a
predetermined peeling direction, and said interior inner pouch sealing seam
cdmprises a peeling action ending zone, where interior inner pouch sealing
seam comprises a peak-like extent tapering in a predetermined peeling

direction.

[0023] In said currently preferred embodiment, said proximal outer pouch
wall is attached to said attachment means by a heat sealed sealing seam.
Hereby at least part of the attachment means can be disposed of together
with the outer pouch walls.
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[0024] Alternatively, said proximal outer pouch wall is attached to said
attachment means by a peelable sealing seam. Hereby, the attachment

means may be disposed of separate from the outer pouch walls.

[0025] In one embodiment of a so-called two-piece ostomy appliance
according to the invention, said attachment means comprise a face plate
assembly comprising a wafer of skin friendly adhesive material having a third
aperture for receiving said stoma aligned with said first and second
apertures, and a first coupling ring surrounding said third aperture and
attached to said wafer and in engagement with a second coupling ring
surrounding said first and second apertures and attached to said proximal

outer pouch wall and to said proximal inner pouch wall.

[0026] In a currently preferred embodirf]ent of a two-piece ostomy
appliance according to the invention, said proximal outer pouch wall is
atfached to said second coupling ring by means of a heat sealed sealing
seam. Hereby, the second coupling ring is fixedly attached to the outer
pouch wall for disposal therewith.

[0027] Advéntageously, said proximal inner pouch wall is attached to said
second coupling ring by means of said peelable intérior sealing seam.
Hereby, the inner pouch may be disposed of separately from the second
coupling ring.

[0028] In said currently preferred embodiment, said proximal inner pouch
wall is attached to said proximal outer pouch wall in a region surrounding
said first and second apertures by means of said peelable interior sealing
seam. Hereby, the inner pouch may be manually separated from the outer

pouch in a simple and convenient manner.

[0029] In a second embodiment of a two-piece ostomy appliance according
to the invention, said attachment means comprise a face plate assembly
comprising a wafer of skin friendly adhesive material having a third aperture
for receiving said stoma aligned with said first and second apertures, and a
first coupling means surrounding said third aperture and attached to said

wafer and in releasably adhesive engagement with a second coupling
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means surrounding said first and second apertures and attached to said

proximal outer pouch wall and/or to said proximal inner pouch wall.

[0030] The proximal outer pouch wall may attached to said second coupling
means by means of a heat sealed sealing seam, and said proximal inner
pouch wall may be attached to said second coupling means by means of
said peelable interior sealing seam, or said proximal inner pouch wall may
be attached to said proximal outer pouch wall in a region surrounding said

first and second apertures by means of said peelable interior sealing seam.

[0031] In a so-called one-piece ostomy appliance according to the
invention, said attachment means comprise a face plate assembly
comprising a wafer of skin friehdly adhesive material having a fourth
aperture for receiving said stoma aligned with said first and second
apertures, and a carrier sheet attached to the distal surface of said wafer
and attached to said proximal outer pouch wall and to said proximal inner

pouch wall.

[0032] In a currently preferred embodiment, of a one-piece ostomy
appliance according to the invention, said proximal outer pouch wall is

attached to said carrier sheet by means of a heat sealed sealing seam.

[0033]  Advantageously, said proximal inner pouch wall is attached to said

carrier sheet by means of said interior peelable sealing seam.

[0034] In said currently preferred embodiment, said proximal inner pouch
wall is attached to said proximal outer pouch wall in a region surrounding
said first and second apertures by means of said peelable interior sealing

seam.

[0035] In said currently preferred embodiment, said peelable interior sealing
seam is constituted by a sheet of film or textile with a fifth stoma receiving
aperture and having adhesive on both opposed surfaces. This affords a
particularly secure peelable adhesion between the inner pouch and the rest

of the appliance.

[0036] Advantageously, an annular insert having a sixth aperture for

receiving said stoma is provided within said second coupling ring for
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preventing said stomal discharge from soiling said second coupling ring.
Hereby, the second coupling ring can be disposed of in a hygienic manner

because it is not soiled by the stomal discharge

[0037] The attachment forces provided by said one or more peelable outer
pouch sealing seams are preferably such that the pulling force required for
manually eliminating said attachment forces is between approx. 0.5 Newton
and approx. 6 Newton, preferably between approx. 0.7 Newton and approx.
5.5 Newton, even more preferably between approx. 0.8 Newton and approx. |
5.0 Newton, even more preferably between approx. 0.9 Newton and approx.
4.5 Newton and most preferably between approx. 1.0 Newton and approx. . -
4.0 Newton. J

[0038] Hereby the pulling or peeling force is such that the risk of unintended
ripping of the outer pouch walls and especially the inner pouch walls is
minimal during peeling of the outer pouch sealing seams while the |
attachment forces are sufficient to ensure the integrity of the pouch

assembly during use thereof.

[0039] In said currently preferred embodiment, said outer pouch peelable
sealing seams are between 4 and 6mm wide, preferably approximately 5
mm wide. It has turned out that this affords the best balancing of easy
peelability and secure fastening 6f the pouch walls to one another ddring use

of the pouch assembly.

[0040] In said currently preferred embodiment, at least a portion the outer
peripheral edges of said outer pouch walls and inner pouch walls has been
formed by cutting through said walls in the areas of said outer pouch
peelable seams. The cutting friction creates a melting zone at the edge of
the outer and inner pouches that prevents wicking of water from a shower or
bath into the peelablé sealing'seams containing a fibrous material between

the inner pouch walls and the outer pouch walls.

[0041] In said currently preferred embodiment, a portion of said outer pouch
walls and inner pouch walls extend beyond said outer pouch peelable seams

to form inner pouch wall and outer pouch wall gripping tabs for peeling said
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walls apart. Hereby, a particularly simple and easily implemented peeling

function is obtained.

[0042] In said currently preferred embodiment, said outer pouch peelable
seams are made by applying heat and/or RF to the outer surface of one or

both of said outer pouch walls.

[0043] In said currently preferred embodiment, an area of each of said inner
pouch wall gripping tabs extending into the area covered by the adjacent
outer pouch peelable seam has been subjected to application of heat and/or *
RF prior to the formation of said outer pouch peelable seams. Heréby

wicking of water form a shower or a bath'is prevented in the region of the

tabs into the peelable seams containing a fibrous material between the inner - -

pouch walls and the outer pouch walls

o [0044] In said currently preferred embodiment, the fibres of said paper have -
a generally uniform orientation and said orientation is transversal to a line
extending from the top to the bottom of said outer and inner pouches when a
user to which said poucheé have been applied around a stoma is standing
erect, said orientation preferably being generally orthogonal to said line.
Hereby, a particularly neat and uniform peeling is obtained where most of

the paper remains attached to the inner pouch walls after peeling.

[0045] In another aspect, the present invention relates to an ostomy pouch

assembly for use in an ostomy appliance according to the invention

[0046] In a further aspect, the present invention relates to an inner pouch

for use in an ostomy appliance according to the invention

[0047] In a yet further aspect, the present invention relates to a method of
disposing of an ostomy pouch assembly of an ostomy appliance as specified
above after use thereof, said method comprising the steps of:

- gripping an edge portion of said distal outer pouch wall,

- pulling said edge portion of said distal pouch wall away from the
body of the user such that the attachment of said distal outer pouch wall by
the respective one of said one or more peelable outer pouch sealing seams
to the rest of said appliance is disrupted,
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- gripping mutually superimposed edge portions of said distal and
proximal inner pouch wall,

- pulling said superimposed edge portions away from the body of
the user such that the attachment of said inner pouch by the respective
peelable sealing seams to the rest of said appliance is eliminated, and

- disposing of the inner pouch with contents in a toilet bowl.

[0048] Ina final aspect, the present invention relates to the use of a flexible
composite fi lm made of a plastic film laminated to a web of a non-woven
flbrous matenal such as paper preferably a paper of a toilet tissue type, for
provxdlng a peelable seahng seam between an inner pouch and an outer
pouch of an ostomy appllance said inner pouch bemg surrounded and
enclosed by sald outer pouch, and the walls of said inner pouch being made
of said composite film with said web facmg outwards relative to the interior of

said inner film.

[0049] In the following, the invention will be explained more in detail with
reference to various embodiments of the mventnon shown, solely by way of
example in the drawings.

Drawings
Fig. 1 is a schematic plan view, seen from the body side, of a first

embodiment of a two-piece ostomy pouch according to the invention,

Fig‘. 2 is a diagrammatic cross sectional view taken along line A-A
in Fig. 1 with the film thicknesses exaggerated for illustrative purposes,

Fig. 3 is an enlarged scale view of the top portion of Fig. 2,

Fig. 4 is a cross sectional view corresponding to Fig. 3 of a second
embodiment of the ostomy appliance according to the invention,

Fig. 5 is an enlarged scale view of the area encircled in Fig. 4,

Fig. 6 is a view corresponding to Fig. 4 of a modification of the
embodiment of Figs. 4-5,

Fig. 7 is a view corresponding to Fig. 4 of a further embodiment of
a two-piece ostomy appliance according to the invention,

Fig. 8 is a schematic plan view, seen from the body side, of a first
embodiment of a one-piece ostomy pouch according to the invention,
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Fig. 9 is a diagrammatic broken away, cross sectional view of the
top portion of the appliance of Fig. 8 taken along line B-B in Fig. 8 with the
film thicknesses exaggerated for illustrative purposes,

Fig. 10 is a view corresponding to Fig. 8 of a second embodiment
of a one-piece ostomy pouch according to the invention.

Fig. 11 is a view corresponding to Fig. 4 of a further embodiment of
a two-piece ostomy appliance according to the invention,

Fig. 12 is a view corresponding to Fig. 4 of a yet further
embodiment of a two-piece ostomy appliance according to the invention,

Fig. 13 is a schematic frontal view seen in the direction towards the
body of the user of an ostomy appliance according to the invention
illustrating the peeling off of the distal outer pouch wall,

Fig. 14 is a view similar to Fig. 13 illustrating the peeling off of the
inner pouch,

Fig. 15is a schematic‘ plan view, seen from the distal side, of the
currently preferred embodiment of a two-piece ostomy pouch according to
the invention, and ,

Fig. 16 is a diagrammatic cross sectional enlarged scale view
taken along line C-C in Fig. 15 with the film thicknesses exaggerated for

illustrative purposes.

Detailed Description of Preferred Embodiments

- [0050] Referring now to Figs. 1-3, an ostomy appliance referenced |
generally by the numeral 1 comprises an outer pouch 2 comprised of a body
side or proximal wall 2a and an opposed distal wall 2b. The appliance
furthermore comprises an inner pouch 3 comprised of a proximal wall 3a and
a distal wall 3b. The outer pouch walls 2a and 2b are covered by a comfort

layer 4 of +a non-woven material.

[0051] The walls 2a and 2b are made of a flexible plastic film that is
impermeable to liquids, gasses and odours. The walls 3a and 3b are made
of a flexible plastic film that is impermeable to liquids and gasses and
pérmeable to odours.
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[0052] The inner pouch 3 is formed by sealingly securing the two inner
walls 3a and 3b to each other along the peripheries thereof by means of an

inner pouch seam 5 either being a heat sealing seam or an adhesive seam. -

[0053] The outer pouch 2 is formed by sealing the proximal and distal outer -
pouch walls 2a and 2b, respectively, to the inner pouch proximal and distal
walls 3a and 3b, respectively by means Vof peelable sealing seams 6 and 7,
respectively, extending along the outer periphery of the quter and inner

pouch walls.

[0054j The comfort 'Iayers 4, which are optional, are sealed to the odter ‘
pouch walls 3a and 3b by means of heat sealing or adhesive seams 8 and 9,

respectively, extending along the outer pefiphery of the outer pouch walls.

- [0055] . Both the inner pouch 3 and the outer pouch 2 have a stoma
receiving aperture 10 and 11, respectively in the proximal walls 3a and 2a,
respectively.

[0056] The appliance 1 further comprises a pouch coupling ring 12 secured
to the proximal outer pouch wall 2a by means of a circumferential heat seal
13 or other suitable means. The area surrounding the aperture 10 of the
proximal inner pouch wall 3a is attached to the corresponding area of the

proximal outer pouch wall 2a by means of an annular peelable seam 14.

[0057] The appliance 1 further comprises a face plate assembly 15 having
an adhesive layer 16 for adhering the face plate assembly to the peristomal
surface of a user of the appliance 1 after having removed a release sheet 17
covering the proximal or body side surface of the adhesive layer 16. The

adhesive layer is provided with a stoma receiving aperture 16a.

[0058] A carrier sheet 18 is attached to the distal surface of the adhesive
layer 16, and a face plate coupling ring 19 is secured to the carrier sheet 18,
such that interconnection of the two coupling rings 12 and 19 as shown in
Fig. 2 will allow the pouch assembly 2, 3 to be adhered to the peristomal
skin surface of a user with the stoma inserted in the apertures 16a, 10 and
11 such that stomal discharge may enter the inner pouch 3. The face plate

coupling ring 19 is provided with two optional belt loops 15a and an optional
burp tab 15b.
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[0059] The inner and outer walls 2a, 2b, 3a, 3b as well as the comfort
layers 4 project outwardly and upwardly are prolonged at the top of the
appliance to form a tongue or projection 20 for providing non-connected and -
separable gripping tabs 20a--20f for the separation of the two pouches for
disposal thereof as explained below in connection with Figs. 13 and 14.

[0060] In use, when the inner pouch is full of stomal discharge and the
pouch needs to be replaced by an empty pouch, the user or a helper (see
Figs. 3 and 13) grips the tabs 20a and 20b together with one hand 40 and
the rest of the tabs with the other hand 41 and pulls the tabs 20a and 20b
away from the body‘and downwardly. Hereby the connection between the
outer pouch wall 2b and the inner pouch wall 3b by means of the peelable
sealing seam 7 is broken or disrupted such that the proximal outer pouch

wall 2b with its comfort layer 4 is peeled away from the appliance 1.

[0061] Thereafter, the user (see Figs. 3 aﬁd 14) grips the tabs 20c and 20d
together with one hand 40 and the tabs 20e and 20 f with the other hand 41
and pulls the tabs 20c and 20d odtwardly and downWardIy whereby the
peelable sealing seam 6 gives way so that the inner pouch 3 is peeled away
from the outer pouch proximal wall 2a until ”the level of the top point of the
peelable sealing seam 14 is reached. This "beelab‘le seam 14 also gives way
to the pulling force exerted on the tabs 20¢ and 20d so that finally the entire
inner pouch 3 with its content of stomal discharge has been peeled away
from the proximal outer pouch wall 2a. The stoma 42 of the user is now
exposed (see Fig. 14).

' [0062] Now the inner pouch 3 with contents can be deposited in the bowl of -
a toilet and flushed away while the proximal outer pouch wall 2a with comfort
layer 4 and coupling ring 13 can be removed from the face plate assembly
15. The outer pouch walls 2a and 2b with corresponding comfort layers 4
and the coupling ring can now be folded together and be disposed of in
some other manner, for instance in a pocket, a hand bag or a refuse

container.

[0063] The material of the inner and outer.pouch walls may be a film of any

suitable plastic material. The outer pouch wall film material is impermeable
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to liquids, gasses, while the inner pouch wall film is impermeable to liquids
and gasses, but not necessarily to odours. By allowing the inner pouch wall
film to be permeable to odours, the film may be made thinner and thus be
more easily disintegrated and biodegraded.

[0064] It is preferable that the inner pouch wall film material be
biodegradable so that the sewage treatment facilities are not inconvenienced -
to an unnecessary degree. By allowing the inner pouch wall film to be
permeable to odours, the film may be made thinner and thus be more easily
disintegrated and biodegraded.

[0065] | Examples of biodegradable films suitable for the inner pouch walls

3a and 3b are biodegradable aliphatic polyesters such as polycaptrolactone.

[0066] A biodegradable and liquid imbermeable material thaf. currently is
considered suitable for fhe in.ner bouch wall film are ‘biodegradable aliphatic
polyesters such as polycaprolactone (for instance TONE Polymer supplied
by Dow Chemical Company) or a biodegradable aliphatic-aromatic
copolyester (for instance ECOFLEX supplied by BASF).

| [0067] l The peelable sealing seams 6, 7 and 14 may be provided in various
ways, for instahce by utilizing a peel Iacq‘u,e'r or varnish which gives a
peelable adhesion to éither the inner or the outer poUch walls or to both
walls. The type of peelable Iacquér or varnish depends on the material
chosen for thé pouch bag films.

[0068] Peel lacquers that currently are considered to be suitable for certain
film materials are "Appeel" resins from the company duPont, and hot melt
peelable adhesives supplied under the trade names Dispomelt 34-2881, 34-
5519, Instaweld 34-3306 and Bondmaster 34-3306 by the companies

National Starch Adhesive and Chemical Corporation.

[0069} Another way of implementing the peelable sealing seams is to use
an intermediate film of polybutylene or an intermediate three-layer film
supplied by the company Rexam under the trade name Core-Seal, the
peeling occurring between the two outer films and the internal film or layer,
the external films being securely heat sealed to the inner and outer pouch
wall films.
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[0070] A further way of implementing the peelable seams is to use a

silicone release film such as the type used for labels.

[0071] In the context of the present invention, the term peelable utilised in
the specification and claims is to be understood to mean that the connection
between two films, be it by means of an adhesive, heat sealing or other
means, can be broken, disrupted or eliminated by manually urging one film

away from the other without compromising the integrity of the films.

[0072] A currently preferred manner of providing peelable sealing seams
will now be described with reference to Figs. 4-5. The embodiment of Figs.
4-5 is identical to the embodiment of Figs. 1-3 except for the inner pouch
bag walls 21a and 21b that are - made of a heat sealable, liquid and gas
impermeable, odour permeable film of plastic material laminated to a web of
paper.

[0073] The paper sheet (indicated by cross hatches) is located on the outer
surface of the inner pouch walls 21a and 21b facing the outer pouch walls 2a

and 2b, respectively.

[0074] . The peelable sealing seams 22, 23 and 24 between the inner pouch
walls 21a, 21b énd the outer pouch walls 2a, 2b, respectively are provided
by heat sealing whereby the plastic material of the outer pouch walls 2a and

- 2b melts and flows into the interstices of the paper sheet such that a bond is
created between the films 2a and 2b and the paper sheet.

[0075] However, as the plastic material does not flow all the way through
the paper sheet to fuse with the plastic material of the inner pouch walls 3a
and 3b, respectively, the strength of the bond created by the heat sealing is
dependent on the internal adherence forces between the fibres of the paper
sheet and/or between the fibres and the films 2a, 2b and 3a, 3b.

[0076] By applying a peeling force trahsversely to the surface of the paper
sheet, the bond can be broken manually so that the walls 2a and 3a and 2b
and 3b can be separated by the manual peeling action described above for
separating the outer pouch walls from the inner pouch for toilet disposal of
the latter.
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[0077] Alternatively, the outer pouch walls may be peelably adhered to the

paper sheet by means of an adhesive having greater adhesion strength than .
the inner cohesion of the paper fibres. Finally, it is conceivable that the
peelability of the seams be obtained by a relatively weak adhesion between,
on the one hand, the outer pouch walls and/or the inner pouch walls and, on
the other hand, the papér sheet so that the inner cohesion of the paper

fibres is of less importance.

. [0078] When peeling the peelable seams)8 and 9, the peeling force

necessary for disrupting the peelable sealing seams will vary along the
seams according to the width of the seam peeling front, i.e. the width of the . -
seam in the direction at right anglés to the'peeling direction. Thus, the
necessary peeling force will be largest when the peeling front is located at
the top and bottom of the sealing seams 8 and 9 in for instance Fig. 8 and
the necessary peéling force will be smallest when the peelihg front of the
seams 8 and 9 is located along‘the sides of the pouch.

[0079] The necessary peeling force should be such that the peeling force -

can easily be exerted by the user of the appliance without risk of ripping the
oufer pouch walls 2a and 2b and'especially the inner pouch walls 3a and 3b
when peeling. However, the nébéssary peeling forcé should also reflect
attachment forces in the peelable seams 8 and 9 sufficient for ensuring the
integrity of the appliance during use thereof.

[0080] It is currently believed that the necessary peeling force should be in

the range of between approx. 0.5 Newton and approx. 6 Newton, preferably
between approx. 0.7 Newton and approx. 5.5 Newton, even more preferably
between approx. 0.8 Newton and approx. 5.0 Newton, even more preferably
between approx. 0.9 Newton and approx. 4.5 Newton and most preferably
between approx. 1.0 Newton and approx. 4.0 Newton.

[0081] The use of paper as the outer layer of the inner pouch double-

layered walls affords further important advantages regarding the strength of
the inner pouch, the feel and appearance of the inner pouch and the
disposability of the inner pouch by being flushed through a toilet.
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[0082] Water-disintegratable paper in dry condition has a relatively large
tensile strength, and thus laminating paper on to a film of plastic material
allows using a thinner film for achieving liquid and gas impermeability as well
as sufficient combined strength.

[0083] © This is advantageous from an economic viewpoint as less relatively

expensive plastic material is required for the inner pouch walls.

[0084] Furthermore, when paper becomes wet, it loses some of its
cohesion and tensile strength, and therefore the disposability of the inner
pouch in a toilet is enhanced, as the decomposition of the inner pouch is
facilitated because, firstly, the film is thinner and, secondly, because plastic
material, even though it is a biodegradable plastic material, is relatively slow
to diéintegrate and biodegrade. ‘

[0085] Finally, the user will be more comfortable throwing something feeling
and looking like a paper or toilet ,tjssue bag into the toilet than throwing a
plastic bag into the toilet.

. [0086] “ Paper types currently considered to be suitéble for use in the inner
pouch wall laminate are 100% cellulosic ﬁésue paper of low wet strength
such as Little Rapids Corp-ShaWano Specialty Papérs cellulose based paper
Grédé 3040 supblied by LRC-Shawano Specialty Papers, USA or paper
incmding a binder such és Superseal Teébag Paper grade 478401 supplied
by J.R. Crompton Ltd, UK. |

[0087]  In the context of the present invention, the term paper utilised in the
specification and claims is to be understood to mean a non-woven fibrous
web containing a substantial amount of cellulose fibres, preferably more than
30 % by weight, more preferably more than 50% by weight, even more
preferably more than 60% by weight and even more preferably more than
70% by weight, most preferably more than 95% by weight, and preferably
without a binder for reasons of biodegradability.

[0088] | Referring now to Fig. 6, the embodiment shown therein is identical to
the embodiment of Figs. 4-5 except for an additional peripheral heat sealing
seam 25 of the inner pouch walls 21a and 21 b to each other.
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[0089] The purpose of this additional seam 25 is to safeguard against
leakage of stomal discharge from the inner pouch if the peeling of the
proximal outer. pouch wall 2b from the distal inner pouch wall 21b or the
peeling of the proximal inner pouch wall 21a from the proximal outer pouch
wall 2a results in ripping of one or both of the inner pouch walls because of
too forceful peeling or other reasons. The heat sealing seam 25 is shown

spaced from the heat sealing seam 5, but they may be contiguous.

. [0090]  Referring now to Fig. 7, the embodiment shown therein is identical to -
thé,embodiment of Figs. 1-3 except that the peelable sealing seam 26
corresponding to sealing seam 14 in Figs. 1-3 is an annular film or textile
with adhesive on both surfaces so that it adheres to both the inner pouch
wall 3a and the outer couch wall 2a, and that an annular insert 27 of
cardboard is arranged as a tight f|t against the inner surface 12a of the
couplmg ring 12. ) '

[0091] The function of the annular insert 2‘7 is to prctect the inner surface
12a of the coupling ring 12 from contact with stomal discharge such that
when disposing of the inner pouch in a toilet, the insert can be removed (for
instance by being pressed out manually) and discarded in the toilet such that
no part of the outer pouch and couplmg nng is soiled by the stomal
discharge and thus can be carried away in a pocket with no risk of bad
odours and soiling of the pocket.

[0092] Protection of the inner surface of the coupling ring against being
soiled by stomal discharge may also be achieved by peelably adhering an
outwardly extending collar portion of the inner pouch wall 3a adjacent the
cothling ring to said inner surface such that the collar will serve the same
purpose as the insert 27, and upon removal of the inner pouch from the

coupling ring will leave the couplihg ring free of stomal discharge.

[0093] The releasable attachment of the pouch assembly comprising the
inner pouch 3 and outer pouch 2 to the adhesive face plate assembly by
means of the coupling rings 12 and 19 may be substituted by a releasable
adhesive attachment of the outer pouch 2 and/or the inner pouch 3 to the

carrier sheet 18 either directly or by means of releasable adhesion between
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an intermediate element attached to the carrier sheet 18 and/or the outer
pouch 2 and/or the inner pouch 3 such that a new pouch assembly 2, 3 may
be adhered to the face plate assembly 15 after removal and disposal of the
previous pouch assembly.

[0094] Referring now to Figs. 8-9, a one-piece ostdmy appliance is shown,
wherein the proximal outer pouch wall 3a is heat sealed to the carrier sheet
18 by means of an annular heat sealing seam 28 while the proximal inner
pouch wall 2a is peelably sealed to the outer pouch wall 3a around the
stoma receiving aperture by means of a peelable sealing seam 29
constituted by an annular film or textile with adhesive on both of its opposed

surfaces. -

[0095] At the top of the pouch the tongue 20 of thé’embodir‘nent of Figs. 1-3
" has been substituted by three tongues 30, 31 and 32. The tongues are \
staggered and marked with the numerals 1, 2 and 3 fo indicate the order in
which they are to be gripped and pulled away, the tongue 32 being gripped
first by one hand while gripping the tongue 31 with-the other hand and
pulling the tongue 32 aWay from the body of the user and so on until the
desired separation of the appliance into two outer bag walls and the inner

pouch has been accomplished.

" [0096]  Referring now to Fig. 10, this embodiment of a one-piece ostomy
appliance according to the invention is very similar to the embodiment of
Figs 8-9, but is provided with a lemon-like contour of the sealing seams 5, 6,
7,8 and 9.

[0097] The object of this pointed contour is to facilitate the peeling
separation of the peelable sealing seams 6 and 7 between the outer pouch
walls 2a and 2b and the inner pouch walls 3a and 3b, respectively.

[0098] The pointed ends 33 and 34 act to concentrate the peeling forces
and thus render it easier to initiate and end the peeling operation,
respectively by presenting a small attachment area to start and end the

peeling action.

[0099] The peelable sealing seam 35 between the inner pouch proximal

wall and the outer pouch proximal wall around the stoma receiving apertures
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in these walls can either be round or have pointed ends 36 and 37 for
facilitating the initiation and ending of the peeling operation on peelable

sealing seam 35.

[00100] Referring now to Fig. 11, this embodiment is very similar to the
embodiment of Fig. 4 except that the outer pouch film walls 2a and 2b and
the comfort layers 4 have been extended beyond the periphery of the inner
pouch walls 21a and 21b and an additional peelable sealing seam 38 has
been provided for peelably joining the outer pouch walls together as a safety
measure in case odours or flatus gasses wick through the fibres of the paper
web laminated to the inner pouch film wall. In such case the additional
sealing seam 38 will prevent the gasses and odours from exiting the outer
pouch. Furthermore, this extra seam 38 will safeguard against water (for
instance during showering) penetrating the fibres of the paper layer and
reducing the sealing strength of fh‘e peelable sealing seems 22 and 23.

. [00101] Referring now to Fig. 12, this embodiment is identical to the

‘ embodiment of Fig. 11 except that the peelable sealing seams 22 and 23
between the film walls 2a and 21a and 2b and 21b, respectively as well as
the sealing seams 8 and 9 between the comfort layers and the film walls 2a
and 2b, respectively, have been left out so that the inner pouch is only
connected to the outer pouch by the peelable sealing seam 24 around the
stoma receiving apertures. However, a peelable seal remains between the
peripheral edges of the outer pouch walls 2a and 2b to allow such walls to
be peeled apart and expose the inner pouch 3.

[00102] This embodiment has the same advantages as the Fig. 11
embodiment plus the advantage that the inner pouch 3 can be separated
from the outer pouch 2 more easily and with less risk of rupturing the inner
pouch during the separation.

[00103] Referring now to Figs. 15 and 16, this currently preferred
embodiment is similar to the embodiment shown in Figs. 4- 5. The inner and

outer pouches 3 and 2 are symmetrical about a vertical axis of symmetry.

[00104] The paper sheet or any other suitable fibrous layer adhered or
laminated to the outer surfaces of the inner pouch walls 3a and 3b may wick
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water present at the peripheral edge of the pouches 2 and 3, for instance
when the user of the pouch assembly is bathing or showering, into the
peelable seals 22 and 23 whereby the sealing strength thereof may be
reduced to an extent that the seals 22 and 23 fail whereby the outer pouch
walls 2a and 2b may become unintentionally separated from the inner pouch
walls 3a and 3b.

. [00105] To prevent this wicking from taking place, the outermost portion of

the peripheral sealing seams 5, 8, 9, 22 and 23 is cut away along line 49

such that the heat generated by the cutting action melts and fuses the plastic .-

material of outer and inner pouch walls 2a, 2b and-3a, 3b to create a seal
along line 49 preventing water from coming into contact with the fibrous
layers on the.outer surfaces of the inner pouch walls 3a and 3b and thus

preventing the wicking of water into the peelable seals 22 and 23.

[00106] The distal cover sheet 4 and the distal outer pouch wall 2b are cut
away along cut lines 50 to expose a region:51 b of the upper tab portion of
the distal inner pouch wall 3b such that when initiating the peeling off of the
outer pouch wall 2b with corresponding cover sheet 4, the user of the pouch
assembly or a caregiver can grip the inner pouch tabs projecting above the
cut lines 50 with one hand and grip the shortened tab portions below the cut
lines 50 with the other hand and peel downwards in a manner very similar to
the manner illustrated in Fig. 13.

'[00107] So as to avoid wicking of water into the peelable seals 22 and 23
through the fibrous material attached to the outer surfaces Qf the tab portions -
20c and 20d of the inner pouch walls 3b and 3a, respectively, heat is applied
to areas 51a and 51b of the tab portions 20d and 20c, respectively, delimited
by the peripheral edge of the tab portions and the dotted lines 52a and 52b,
respectively, so as to melt the film material of the inner pouch walls in these
areas so that the film material penetrates between the fibres of the fibrous
material thereby reducing the wicking ability of the fibrous material.

[00108] As the areas 51b and 51a of the inner pouch tabs extend into the
area of the peelable seams 22 and 23 thereby forming the areas 53a and
53b defined by the dotted lines 52a and 52b, these areas 53a and 53b are
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subjected to the heat sealing applied to form the peelable seals 22 and 23
whereby the wicking ability of the fibrous material is completely eliminated in
the areas 53a and 53b because of further melting of the inner pouch wall film
and melting of the outer pouch wall film whereby the interstices between the
fibres in the fibrous material are substantially blocked and consequently no
wicking path can be established for water inflow into the peelable seals 22
and 23.

-[00109] It has turned out that for obtaining the best peel results the width of.
the peelable seals 22 and 23 should be between 4 and 6 mm, preferably
approximately 5 mm, and that the width of the region in which heat and
pressure is applied to form the peelable seal should be about 2 mm larger so
that approx. 2mm of the initial width of the peelable seals 22 and 23 is

removed by the anti wicking cut along line 49.

:J00110] = Because of the symmetrical shape of the inner and outer pouches,
the peeling action to peel off the distal outer pouch wall and the inner pouch
takes place substantially parallel to the axis of symmetry and has turned out
to require the least dexterity and force application to-carry out the peeling

action.

'[00111] I the fibrous material attached to the outer surfaces of the inner
pouch walls 3a and 3b is paper with a certain orientation of the cellulosic
fibres, it has turned out that the orientation of the cellulosic fibres should be
transverse to the peeling direction, i.e. in the case of the embodiment in
Figs. 15 and 16, transverse to the axis of symmetry, preferably substantially
orthogonal to said axis. Hereby the best peeling result is obtained where
most of the paper layer remains attached to the inner pouch walls after

peeling of the peelable seams 22 and 23 has taken place.

[00112] All the features discussed in connection with the two-piece
embodiments may be applied to the one-piece embodiments, and vice

versa.

[00113] Furthermore, the insert 27 of Fig. 7, the triple tongues 30-32 of Figs.
9 and 10, the paper/film laminate of the inner pouch walls of Figs. 2, 5, 11
and 12, the double adhesive annular film 26 of Figs. 7 and 9, the contours
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with pointed ends 33 and 34 and 36 and 37 of the sealing seams 6, 7 and
35, respectively, and the anti-wicking measures, the peeling seam width and
the paper fibre orientation of Figs 15 and 16, may all be applied to the rest of
the embodiments shown and described.
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Claims

1. An ostomy appliance for receiving discharge from a human
stoma and comprising:

- attachment means for attaching the appliance to the peristomal
skin surface of a user of the appliance, and

- an ostomy pouch assembly comprising:

- an inner pouch attached to said attachment means and having a
first aperture for receiving the stoma of said user,

- said inner pouch being defined by a flexible body side or proximal
inner pouch wall and a flexible distal inner pouch wall, and one or more
peripherally extending inner pouch sealing seams,

- an outer pouch enclosing said inner pouch, attached to said
attachment means and having a second aperture for réceiving said stoma and
being aligned with said first aperture,

- said outer pouch being defined by a flexible body side or proximal
outer pouch wall and a flexible distal outer pouch wall, and one or more
peripherally extending outer pouch sealing seams,

- said one or more outer pouch sealing seams being manually
peelable such that the attachment forces provided by said one or more
peelable outer pouch sealing seams may be manually eliminated by manually
pulling said distal outer pouch wall in a direction transverse to said one or more

peelable outer pouch sealing seams.

2. An ostomy appliance according to claim 1, wherein said one or
more outer pouch sealing seams peelably attach said distal outer pouch wall to
. said distal inner pouch wall and said proximal outer pouch wall to said proximal

inner pouch wall.

3. An ostomy appliance according to claims 1 or 2, wherein said
one or more outer pouch sealing seams peelably attach said distal outer pouch

wall directly to said proximal outer pouch wall.

4. An ostomy appliance according to any of the claims 1-3,
wherein said inner pouch is attached to said attachment means by a peelable
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interior sealing seam extending around said stoma receiving aperture in said

inner pouch.

5. An ostomy appliance according to any of the preceding claims,

wherein the material of said inner pouch walls is biodegradable.

6. An ostomy appliance according any of the preceding claims,
wherein said inner pouch walls are made of a plastic film laminated to a web of
a non-woven fibrous material such as paper, preferably:a paper of a toilet

tissue type, said web facing outwards relative to the interior of said inner pouch.

7. An ostomy appliance according to claim 6, wherein said non-

woven material and/or said plastic film are biodegradable.

8. An ostomy appliance'accorcvling to any of the preceding claims,
wherein said inner pouch walls are impermeable to liquid and gas and
permeable to odours, and said outer pouch walls are impermeable to liquid,

gas and odours.

9. An ostomy appliance.according to any of the preceding cléims,
wherein said one or more outer pouch peeling seams comprises a peeling
action initiation zone, where said one or more outer pouch sealing seams

. comprises a peak-like extent tapering in the direction opposite a

predetermined peeling direction

10. An ostomy appliance according to any of the preceding claims,
wherein said one or more outer pouch peeling seams comprises a peeling
action ending zone, where said one or more outer pouch sealing seams
comprises a peak-like extent tapering in a predetermined peeling direction.

11. An ostomy appliance according to any of the claims 1-4,
wherein said interior inner pouch sealing seam comprises a peeling action
initiation zone, where interior inner pouch sealing seam comprises a peak-like
extent tapering in the direction opposite a predetermined peeling direction.

12. An ostomy appliance according to any of the claims 1-4,
wherein said interior inner pouch sealing seam comprises a peeling action
ending zone, where interior inner pouch sealing seam comprises a peak-like

extent tapering in a predetermined peeling direction.
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13. An ostomy-appliance according to any of the preceding claims,
wherein said proximal outer pouch wall is attached to said attachment means

by a heat sealed sealing seam.

14. An ostomy appliance accordihg to any of the claims 1-2,
wherein said proximal outer pouch wall is attached to said attachment means

~ by a peelable sealing seam.

15. An ostomy appliance according to any of the preceding claims,
wherein said attachment means comprise a face plate assembly. comprising a
~ wafer of skin friendly adhesive material having a third aperture for receiving
said stoha aligned with said first artd second apertures, and a first coupling
ring surrounding said third aperture and attached to said wafer and in
engagement with a second ‘coupting ring surrounding said first and second
apertures and attached to sald prox1ma| outer pouch wall and/or to said
| :prox1ma| inner pouch wall.

16. An ostomy appliance according to claim 15, wherein said
prox1mal outer pouch wall is attached to said second coupllng ring by means of
a heat sealed sealing seam. ‘

17. An ostomy appliance accordjng to claim 15 or 16, wherein said
proximal inner pouch wall is attached to said second coupling ring by means of

said peelable interior sealing seam.

18. An ostomy appliance according to claim 15 or 16, wherein said
proximal inner pouch wall is attached to said proximal outer pouch wall in a
region surrounding said first and second apertures by means of said peelable

interior sealing seam.

19. An ostomy appliance according to any of the claims 1-14,
wherein said attachment means comprise a face plate assembly comprising a
wafer of skin friendly adhesive material having a third aperture for receiving
said stoma aligned with said first and second apertures, and a first coupling
means surrounding said third aperture and attached to said wafer and in
releasably adhesive engagement with a second coupling means surrounding
said first and second apertures and attached to said proximal outer pouch wall
and/or to said proximal inner pouch wall.
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20. An ostomy appliance according to claim 19, wherein said
proximal outer pouch wall is attached to said second coupling means by means

of a heat sealed sealing seam.

21. An ostomy appliance according to claim 19 or 20, wherein said
. proximal inner pouch wall is attached to said second coupling means by means

of said peelable interior sealing seam.

22. An ostomy-appliance according to claim 19 or 20, wherein said
proximal inner pouch wall is attached to said proximal outer pouch wall in a
- . region surrounding said first and second apertures by means of said peelable

interior sealing seam.

23. An ostomy appliance according to any of the claims 1-14,
wherein said attachment means comprise a face plate assembly comprising a
~wafer of skin friendly adhesive material having a fourth aperture for receiving
said stoma aligned with said first and second apertures, and a carrier sheet
attached to the distal surface of said wafer and attached to said proximal outer

pouch wall and to said proximal inner pouch wall.

24. An ostomy appliance according to claim 23, wherein said
proximal outer pouch wall is attached to said carrier sheet by means of a heat

.. sealed sealing seam.

25. An ostomy appliance according to claim 23 or 24, wherein said
proximal inner pouch wall is attached to said carrier sheet by means of said

interior peelable sealing seam.

26. An ostomy appliance according to claim 23 or 24, wherein said
proximal inner pouch wall is attached to said proximal outer pouch wall in a
region surrounding said first and second apertures by means of said peelable
interior sealing seam.

27. An ostomy appliance according to any of the claims 4-26,
wherein said peelable interior sealing seam is constituted by a sheet of film or
textile with a fifth stoma receiving aperture and having adhesive on both

' opposed surfaces.
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28. An ostomy appliance according to any of the claims 15-20,
wherein an annular insert having a sixth aperture for receiving said stoma is
provided within said second coupling ring for preventing said stomal discharge
from soiling said second coupling ring.

29. An ostomy appliance according to any of the preceding claims,
wherein said attachment forces provided by said one or more peelable outer
_pouch sealing seams are such that the pulling force required for manually
_eliminating said attachment forces is betweén approx. 0.5 Newton and approx.
6 Newton, preferébly between approx. 0.7 Newton and approx. 5.5 Newton,
even more preferably between apprbx 0.8 Newton and approx. 5.0 Newton,
even more preferably between approx. 0.9 Newton and approx. 4.5 Newton

" " and most preferably between approx. 1.0 Newton and approx. 4.0 Newton

30. An ostomy appliance accord;‘ng to any of the preceding claims,
. wherein said outer pouch peelable sealing seams are between 4 and 6mm
. wide, preferably approximately 5 mm wide.

31. An ostomy appliance according to any of the preceding claims,
~ wherein at least a portion the outer peripheral edges of said outer pouch walls
and inner pouch walls has been formed by cutting through said walls in the

areas of said outer pouch peelable seams.

32. An ostomy appliance according to any of the preceding claims,
wherein a portion of said outer pouch walls and inner pouch walls extend
beyond said outer pouch peelable seams to form inner pouch wall and outer
pouch wall gripping tabs for peeling said walls apart.

33. An ostomy appliancé according to any of the claims 6-32,
wherein said outer pouch peelable seam is made by applying heat and/or RF to
the outer surface of one or both of said outer pouch walls.

34. An ostomy pouch according to claim 33, wherein an area of
each of said inner pouch wall gripping tabs extending into the area covered by
the adjacent outer pouch peelable seam has been subjected to application of

heat and/or RF prior to the formation of said outer pouch peelable seams.
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35. An ostomy appliance according to any of the claims 6-34,

- wherein a significant portion of the fibres of said paper have a generally uniform
orientation and said orientation is transversal to a line extending from the top to
the bottom of said outer and inner pouches when a user to which said pouches
have been applied around a stoma is standing erect, said orientation preferably
being generally orthogonal to said line.

36. An ostomy pouch assembly for use in an ostomy appliance
. according to any of the preceding claims.

37. An inner pouch for use in an ostomy appliance according to
~ any of the claims 1-35. |

38. An inner pouch for use in an ostomy pouch assembly
accordmg to claim 36.

39. A method of dlsposmg of an ostomy pouch assembly of an
| ostomy appliance according to clalms 1-35 after use thereof said method
comprising the steps of:
- gripping an edge portion of said distal outer pouch wall,
- pulling said edge portion of said distal outer pouch wall away from
 said proximal outer pouch wall such that the attachment of said distal outer
pouch wall by the respective one of said one or more peelable outer pouch
-sealing seams to the rest of said appliance is disrupted,
- gripping mutually superimposed edge portions of said distal and
proximal inner pouch wall,
- pulling said superimposed edge portions away from said proximal
~outer pouch wall such that the attachment of said inner pouch by the respective
| peelable sealing seams to the rest of said appliance is eliminated, and
- disposing of the inner pouch with contents in a toilet bowl.

40. A method according to claim 39, wherein the pulling force
exerted for pulling said edge portion of said distal outer pouch wall away from
. the body of the user and the pulling force exerted for pulling said superimposed
edge portions away from the body of the user is between approx. 0.5 Newton
and approx. 6 Newton, preferably between approx. 0.7 Newton and approx. 5.5
Newton, even more preferably between approx. 0.8 Newton and approx. 5.0
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Newton, even more preferably between approx. 0.9 Newton and approx. 4.5
Newton and most preferably between approx. 1.0 Newton and approx. 4.0
Newton.

41. The use of a flexible composite film made of a plastic film
laminated to a web of a non-woven fibrous material such as paper, preferably a
paper of a toilet tissue type, for providing a peelable sealing seam between an
inner pouch and an outer pouch of an ostomy appliance, said inner pouch
being surrounded and enclosed by said outer pouch, and the walls of said inner
. pouch being made of said composite film with said web facing outwards relative

to the interior of said inner pouch.
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