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mal and a distal side wall of flexible sheet material joined together
along their peripheral edges to define a cavity therebetween. The side
walls are also joined in at least one location inwardly of the peripheral
edges to limit the separation of the proximal and distal side walls. With
this construction, the side walls also include a laterally outwardly ex-
pandable fold which is formed by at least a portion of at least one of the
side walls.
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OSTOMY POUCH

Field of the Disclosure

[0001] The present disclosure is generally directed to a pouch which is suitable for
the collection of a liquid or semisolid body waste material and, more particularly, to an
ostomy pouch which is adapted to receive such body waste material through a stomal opening

for later disposal.

Backeround of the Disclosure

[0002] Ostomy pouches for the collection of liquid or semisolid body waste
material are well known and typically include flat, opposing side walls secured together along
their edges to define a human stomal discharge collection cavity. One of the side walls is
provided with an opening to receive a stoma, and means such as a connecting flange is
provided for securing the pouch to an adhesive barrier placed to surround the stoma so that
body waste material discharged through the stoma will be received within the cavity. At its
lower end, the ostomy pouch may have a discharge opening which may be closed during
collection of the liquid or semisolid body waste material that passes through the stoma but
may be opened for draining the body waste material from the pouch after a period of use.
Alternatively, the ostomy pouch may be designed for a single use in which case it will not be
provided with a discharge opening since the entire pouch will be discarded after it has

substantially filled with human stomal discharge.

[0003] A drainable pouch is typically reusable following periodic emptying of the
body waste material by utilizing a closure for the discharge opening that may take a number
of different forms so long as it serves to prevent leakage of the body waste material whereas
there is no need for a closure in the case of a single use pouch since it is intended to be

discarded following use.

[0004] In either case, it is known that ostomy pouches often show bulkiness after a
period of time of accumulating body waste material. This is true with respect to both liquid
and semisolid body waste material because the normally flat side walls of such pouches are
formed of a very thin film which easily expands outwardly. It is also known that ostomy
pouches are sized to accommodate a certain period of use which makes it difficult to conceal
them beneath clothing even before they fill with body waste material. However, after ostomy
pouches do fill with human stomal discharge, they can expand outward significantly to create

an obvious bulge.
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[0005]  While the foregoing is true for both drainable ostomy pouches and single
use ostomy pouches, there is still an additional important consideration. A manufacturer of
ostomy products commonly has a high number of SKUs devoted to its ostomy product
portfolio due to the differing requirements in terms of size and capacity for those who need to
use ostomy pouches for collection of human stomal discharge. If the number of SKUs could
be reduced, it would be of great benefit to both the manufacturers and the users of ostomy

pouches.

[0006] In particular, a reduction in the number of SKUs would reduce the cost of
manufacturing, marketing and selling ostomy pouches which would result in a reduction of
the cost of ostomy pouches to the user. As a result, there has been a need to address the
desire to have ostomy pouches that are more easily concealed beneath clothing as well as the

desire to reduce the number of SKUs for ostomy pouches.

Summary of the Disclosure

[0007]  The present disclosure is directed to an ostomy pouch comprised of
proximal and distal side walls of flexible sheet material joined together along their peripheral
edges to define a cavity therebetween. The side walls are also joined in at least one location
inwardly of the peripheral edges to limit separation of the proximal and distal side walls.
With this construction, the side walls also include a laterally outwardly expandable fold

which is formed by at least a portion of at least one of the side walls.

[0008] In one embodiment, the peripheral edges of the proximal and distal side
walls are joined together by welding or the like. Similarly, the side walls may also be joined
at the at least one location inwardly of the peripheral edges by welding. Alternatively, the
proximal and distal side walls may be joined at the at least one location inwardly of the

peripheral edges by a baffle.

[0009] In the alternative utilizing a baffle, the baffle may have proximal and distal
ends secured to the proximal and distal side walls by welding or the like in order to thereby

limit the separation of the proximal and distal side walls.

[0010]  In another embodiment, the proximal and distal side walls may be joined by
welding or the like at a plurality of locations inwardly of the peripheral edges in order to

thereby limit the separation of the proximal and distal side walls.
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[0011] In yet another embodiment, the laterally outwardly expandable fold is
formed by substantially the entirety of the joined peripheral edges. Further, the ostomy
pouch may be formed to have a top edge, a bottom edge and opposite side edges extending
between the top edge and the bottom edge. In this case, a laterally outwardly expandable fold

may suitably be formed along each of the opposite side edges of the ostomy pouch.

[0012] In still another embodiment, the ostomy pouch may be generally rectangular
in shape and the opposite sides may be generally parallel such that the laterally outwardly
expandable folds are generally parallel. With a generally rectangular shaped ostomy pouch,
it may also include a generally parallel top and bottom in which case a laterally outwardly

expandable fold may be formed in at least the bottom of the pouch.

[0013] Still additionally, in connection with all of the embodiments, the laterally
outwardly expandable fold(s) may each be secured by an adhesive spot weld which is subject

to degradation from exposure to human stomal discharge in the cavity of the ostomy pouch.

[0014] Other advantages and features of the present disclosure will become
apparent from the following specification taken in conjunction with the accompanying

drawings.

Brief Description of the Drawings

[0015] Figure 1 is a front elevational view of a first embodiment of an ostomy

pouch in accordance with the present disclosure;

[0016] Figure 2 is a cross-sectional view taken along the line 2-2 of Figure 1

illustrating the side walls joined together at a point inwardly of the peripheral edges;

[0017] Figure 3 is a view similar to Figure 2 illustrating a fold expanded laterally

outwardly to accommodate an additional volume of human stomal discharge;

[0018] Figures 4A-4C are cross-sectional views illustrating various additional

laterally outwardly expandable folds before and after expansion thereof;

[0019] Figure 5 is a front elevational view of a second embodiment of an ostomy

pouch in accordance with the present disclosure;

[0020] Figure 6 is a cross-sectional view taken along the line 6-6 of Figure 5

illustrating a laterally outwardly expandable fold before expansion thereof;
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[0021] Figure 7 is a front elevational view of Figure 5 with folds expanded laterally

outwardly to accommodate an additional volume of human stomal discharge;

[0022] Figure 8 is a cross-sectional view taken along the line 8-8 of Figure 7

illustrating a laterally outwardly expandable fold after expansion thereof; and

[0023] Figure 9 is a front elevational view of a third embodiment of an ostomy

pouch in accordance with the present disclosure.

Detailed Description of the Present Disclosure

[0024]  In the various illustrations given, and with reference first to Figures 1-3, a
first embodiment of an ostomy pouch according to the present disclosure is generally
designated by the reference 10. The ostomy pouch 10 is formed of a proximal side wall 12
and a distal side wall 14 of flexible sheet material which are joined together along their
peripheral edges 16 and 18, respectively, to define a cavity 20 for receiving human stomal
discharge. In addition, the side walls 12 and 14 are also joined in at least one location such as
22 inwardly of the peripheral edges 16 and 18 to thereby limit the separation of the proximal
and distal side walls 12 and 14.

[0025] Referring to Figures 2 and 3, it will be seen that the side walls 12 and 14
include a laterally outwardly expandable fold 24 formed by at least a portion of the joined
peripheral edges 16 and 18 thereof. The peripheral edges 16 and 18 of the proximal and
distal side walls 12 and 14 may be joined together by welding as at 26 as best shown in
Figure 3. As shown in Figures 2 and 3, the proximal and distal side walls 12 and 14 also may
be joined together by welding or the like as at 22 to thereby limit the extent to which they

may separate from one another.

[0026] As an alternative illustrated in Figures 2A and 3A, the proximal and distal
side walls 12 and 14 may be joined together at one or more locations such as 22’ inwardly of
the peripheral edges 16 and 18 by a baffle 28. The baffle 28 may be z-shaped and secured to
the proximal and distal side walls 12 and 14 as at 30 and 32 to limit separation thereof. In
particular, the baffle 28 may have a central web 34 extending between a proximal end portion
36 welded to the proximal side wall 12 as at 30 and a distal end portion 38 welded to the
distal sidewall 14 as at 32 .
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[0027] Regardless of whether the proximal and distal side walls 12 and 14 are
joined together by welding, adhesive, or baffles, it may be desirable depending upon the size
of the ostomy pouch 10 for the proximal and distal side walls 12 and 14 to be joined together
at a plurality of locations such as 22 inwardly of the peripheral edges 16 and 18 as shown in

Figure 1.

[0028]  Still referring to Figure 1, it will be seen that the laterally outwardly
expandable fold 24 is formed by substantially the entirety of the peripheral edges 16 and 18
of the proximal and distal side walls 12 and 14 of the ostomy pouch 10. By providing the
laterally outwardly expandable fold 24 entirely about the perimeter of the ostomy pouch 10, it
will be appreciated that it is possible to manufacture the pouch in a smaller size than
conventional pouches while not reducing the overall capacity of the cavity 20 to hold human
stomal discharge since the cavity 20 can expand to a considerable degree. Specifically, the
laterally outwardly expandable fold 24 can expand entirely about the perimeter of the ostomy
pouch 10 and, depending upon the form of the fold 24, the additional capacity of the cavity

20 can be increased significantly.

[0029] Referring to Figures 2 and 3, it will be seen that the laterally outwardly
expandable fold 24 is comprised of a single inwardly directed fold wherein the outermost
extremes of the proximal and distal side walls 12 and 14 where the peripheral edges 16 and
18 are welded as at 26 initially point inwardly of the cavity 20. However, it is also possible
to form the laterally outwardly expandable fold so it comprises a double fold such as the folds
24°, 24> and 24°” which are shown in Figures 4A, 4B and 4C. As will be appreciated, the
double folds 24°, 24°” and 24°”’ each include a pair of inwardly directed folds 24a’ and 24b’,
24a” and 24b’°, and 24a’”” and 24b’’’ as well as a single outwardly directed fold 24c¢’, 24¢”’
and 24¢’”” which points outwardly of the cavity 20 both before and after the fold expands

outwardly.
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[0030] To understand the laterally outwardly expandable folds 24°, 24°” and 24°"’,
the folds have been shown in Figures 4A, 4B and 4C in solid lines where the cavity 20 as an
initial capacity for receiving human stomal discharge. The folds 24°, 24”” and 24°>” have also
been shown in Figures 4A, 4B and 4C in dashed lines where the cavity 20 has a maximum
capacity for receiving human stomal discharge after the ostomy pouch 10 has been used for a
time during which the cavity 20 has filled beyond its initial capacity. By utilizing any one of
the double folds 24°, 24°” and 24°”’, it is possible to enhance the maximum capacity of the
cavity 20 receiving human stomal discharge beyond what can be achieved with the single

fold 24.

[0031] Referring now to Figures 5-8, a second embodiment of an ostomy pouch
according to the present disclosure generally designated by the reference 100 is formed of a
proximal side wall 112 and a distal side wall 114 of flexible sheet material. The side walls
112 and 114 are joined together as by welding or the like along their peripheral edges 116
and 118, respectively, to define a cavity 120 for receiving human stomal discharge and, in
this embodiment, the side walls 112 and 114 are shaped such that the ostomy pouch 100 has a
top edge 140, a bottom edge 142, and a pair of opposite side edges 144 and 146. Also, the
side walls 112 and 114 are joined in one or more locations such as 122 inwardly of the
peripheral edges 116 and 118 to thereby limit the amount by which the proximal and distal

side walls 112 and 114 may separate from one another.

[0032] Referring to Figures 5 and 7, it will be seen that the side walls 112 and 114
include a laterally outwardly expandable fold 124 formed along each of the opposite side
edges 144 and 146 of the ostomy pouch 100. The peripheral edges 116 and 118 of the side
walls 112 and 114 may be joined together by welding as at 126 as best shown in Figure 8. As
shown in Figures 6 and 8, the proximal and distal side walls 112 and 114 may also be joined
together by welding or the like as at 122 to thereby limit the extent to which they may

separate from one another.

[0033] Referring now to Figure 9, a third embodiment of an ostomy pouch
according to the present disclosure generally designated by the reference numeral 200 is
formed of a proximal side wall 212 and a distal side wall 214 of flexible sheet material. The
side walls 212 and 214 are joined together by welding or the like along peripheral edges 216
and 218, respectively, to define a cavity 220 for receiving human stomal discharge and, in
this embodiment, the side walls 212 and 214 are generally rectangular so the ostomy pouch

200 has a top edge 240, a bottom edge 242, and parallel side edges 244 and 246. Also, the
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side walls 212 and 214 are joined in one or more locations such as 222 inwardly of the
peripheral edges 216 and 218 to thereby limit the amount by which the proximal and distal

side walls 212 and 214 may separate from one another.

[0034] As shown in Figure 9, it will be seen that the side walls 212 and 214 include
laterally outwardly expandable folds 224 which are formed by inward folding of the side wall
212 of the ostomy pouch 200. The peripheral edges 216 and 218 of the side walls 212 and
214 may be joined together by welding as was described for the other embodiments. As also
shown in Figure 9, the ostomy pouch 200 may have not only the outwardly expandable folds
224, but also at least one additional outwardly expandable fold 224a along the bottom edge
242.

[0035] In addition, the laterally outwardly expandable folds 224 and 224a may each
be secured by one or more adhesive spot welds as at 248 which are subject to degradation

from exposure to human stomal discharge in the cavity 220.

[0036] While in the foregoing there have been set forth representative embodiments
of the present disclosure, it will be appreciated that the details herein given may be varied by
those skilled in the art without departing from the true scope and spirit of the appended
claims. For example, a single piece of flexible sheet material may be used to form the side
walls of an ostomy pouch, or alternatively, two or more separate pieces of flexible sheet
material may be used to form the side walls of an ostomy pouch, in accordance with the

disclosure.
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CLAIMS

1. An ostomy pouch, comprising:

a proximal and a distal side wall of flexible sheet material joined together along their
peripheral edges to define a cavity therebetween, the side walls also being joined in at least
one location inwardly of the peripheral edges to thereby limit the separation of the proximal
and distal side walls, the side walls including a laterally outwardly expandable fold formed

by at least a portion of at least one of the side walls.

2. The ostomy pouch of claim 1 wherein the peripheral edges of the proximal

and distal side walls are joined together by welding.

3. The ostomy pouch of claim 2 wherein the side walls are joined at the at least

one location inwardly of the peripheral edges by welding.

4. The ostomy pouch of claim 2 wherein the side walls are joined at the at least

one location inwardly of the peripheral edges by a baffle.

5. The ostomy pouch of claim 4 wherein the baffle is secured to the proximal and

distal side walls to limit the separation thereof.

6. The ostomy pouch of claim 5 wherein the baffle has proximal and distal ends

welded to the proximal and distal side walls, respectively.

7. The ostomy pouch of claim 1 wherein the side walls are joined by welding at a

plurality of locations inwardly of the peripheral edges.
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8. The ostomy pouch of claim 1 wherein the laterally outwardly expandable fold

is formed by substantially the entirety of the peripheral edges.

9. The ostomy pouch of claim 1 wherein the pouch comprises a top edge, a

bottom edge and opposite side edges extending therebetween.

10.  The ostomy pouch of claim 10 wherein a laterally outwardly expandable fold

is formed along each of the opposite side edges of the pouch.

11. An ostomy pouch, comprising:

a pair of side walls of flexible sheet material joined together by welding along their
peripheral edges to define a cavity therebetween, the side walls also being joined in at least
one location inwardly of the peripheral edges to limit the separation of the side walls as the
cavity fills with human stomal discharge, the pouch including at least a pair of opposite sides
each including a laterally outwardly expandable fold formed by at least a portion of at least
one of the side walls, the folds expanding laterally outwardly as the cavity fills with human

stomal discharge to accommodate an increasing volume.

12.  The ostomy pouch of claim 11 wherein the side walls are joined at the at least

one location inwardly of the peripheral edges by welding.

13.  The ostomy pouch of claim 11 wherein the side walls are joined by welding at

a plurality of locations inwardly of the peripheral edges.
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14. The ostomy pouch of claim 11 wherein the side walls are joined at the at least

one location inwardly of the peripheral edges by a baffle.

15. The ostomy pouch of claim 14 wherein the baffle is secured by welding to

each of the side walls to thereby limit the separation thereof.

16. The ostomy pouch of claim 11 wherein the laterally outwardly expandable
fold 1s formed by substantially the entirety of the peripheral edges.

17.  An ostomy pouch, comprising:

a pair of side walls of flexible sheet material joined together by welding along their
peripheral edges to define a cavity therebetween, the side walls being joined by welding in a
plurality of spots inwardly of the peripheral edges to limit separation of the side walls as the
cavity fills with human stomal discharge, the pouch including a pair of opposite sides each
including a laterally outwardly expandable fold formed by at least a portion of at least one of
the side walls, the folds expanding laterally outwardly as the cavity fills with human stomal
discharge to accommodate an increasing volume, whereby the increasing volume of human
stomal discharge is accommodated while at the same time maintaining a limit on separation

of the side walls during use of the pouch.

18. The ostomy pouch of claim 17 wherein the pouch is generally rectangular in
shape and the opposite sides are generally parallel such that the laterally outwardly

expandable folds are generally parallel.

19. The ostomy pouch of claim 17 wherein the pouch is generally rectangular in
shape and includes a generally parallel top and bottom with a laterally outwardly expandable

fold in at least the bottom.

10
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20.  The ostomy pouch of claim 17 wherein the laterally outwardly expandable
folds are each secured by an adhesive spot weld subject to degradation from exposure to

human stomal discharge in the cavity.

11



WO 2010/030426

PCT/US2009/047830

10

12 22 20 16 24

1\4 18
FIG. 2
/10
12 22

é 16 26
18

14 20

FIG. 3

22'

12 30 20 16 24
h ésa,

x
1{ 36 32 38 1\8
FIG. 2A

18
32 38
14 36 28

FIG. 3A



WO 2010/030426 PCT/US2009/047830

243’ \\\‘
24b' 24c -

FIG. 4A

FIG. 4B

FIG. 4C

2/4



WO 2010/030426 PCT/US2009/047830

\ /
\ /
\ // — 146 @
\
V122 1224 | 124 122 122
} /
| DD: SD (g 124
144 —
b2 112
! \ -
li !
!
6
/122 1223 L 122 122 8
// Gvé/\( 8&}
/ \
14>\—/ \/<142
FIG. 5 FIG. 7
112
112 129 120 16 104 122 120 16126
114 118 114 18
FIG. 6 FIG. 8

3/4



WO 2010/030426 PCT/US2009/047830

240
H!HlllllllllIHH!/!/H:IHIIHI L1
- 1 ]
-t ' -
| : ]
zoox . -
5 | —216
= | -
: 248 !
n 220: oqp 222 | 248 / 218
: : O—/ I _/
244 —_[1 i |
= | —
| 2240 | 222 | :
g o : 5
_—.-.——-——.-L———.—] ————————— e e e e prep——
n : : N
g N AT
N 248 | ! 248 u
n : : :/246
S B S L—
l!HHIII!I:I!IIIH!!H%IIHHH L1
\242
FIG. 9

4/4



INTERNATIONAL SEARCH REPORT

International application No

PCT/US2009/047830

CLASSIFICATION OF SUBJECT MATTER

A,
INV. A61F5/44

According to International Patent Classification (IPC) or to both national classification and IPC

B. FIELDS SEARCHED

Minimum documentation searched (classification system followed by classification symbols)

A61F

Documentation searched other than minimum documentation to the extent thal such documents are included in the fields searched

EPO-Internal

Electronic data base consulled during the international search (name of data base and, where practical, search terms used)

C. DOCUMENTS CONSIDERED TO BE RELEVANT

Category* | Citation of document, with indication, where appropriate, of the relevant passages

Relevant to claim No.

X WO 93/17643 A (COLOPLAST AS [DK]1)

16 September 1993 (1993-09-16)

page 11, line 3 - page 12, line 11;
figures 1,2,7,8

X US 2007/262479 A1 (BAGER KIM [DK] ET AL
BAGER KIM [DK] ET AL)

15 November 2007 (2007-11-15)
paragraphs [0051] - [0056]; figures 5-7
A US 2 741 247 A (PAUL MARSAN EDWARD)

10 April 1956 (1956-04-10)

A DE 87 09 793 Ul (BOEMINGHAUS, FRANK, PROF.
DR., 4040 NEUSS, DE)

10 September 1987 (1987-09-10)

-/

1-20

1-20

Further documents are listed in the continuation of Box C. See palent family annex.

* Special categories of cited documents :

*A* document defining the general state of the art which is not
considered lo be of particular relevance

*E* earlier document bul published on or after the international e
filing date

invention

which is cited to establish the publication date of another
citation or other special reason (as specified)

*T* later document published after the international filing date
or priority date and not in conflict with the application but
cited to understand the principle or theory underlying the

document of particular relevance; the claimed invention
. cannot be considered novel or cannot be considered to
‘L* document which may throw doubts on priority claim(s) or involve an inventive step when the document is taken alone

*Y* document of paricular relevance; the claimed invention
cannol be considered to involve an inventive step when the

European Patent Office, P.B. 5818 Patentlaan 2
NL - 2280 HV Rijswijk :
Tel. (+31-70) 340-2040,

*Q* document referring 10 an oral disclosure, use, exhibition or document is combined with one or more other such docu-
other means ments, such combinalion being obvious to a person skilled
*P* document published prior to the international filing date but in the art.
later than the priority date claimed *&* document member of the same patent family
Date of the actual completion of the international search Date of mailing of the intemational search repor
22 September 2009 09/10/2009
Name and mailing address of the ISA/ Authorized officer

Fax: (+31-70) 340-3016 Sanchez y Sanchez, J

Form PCT/ISA/210 (second sheet) (April 2005)




INTERNATIONAL SEARCH REPORT

International application No

PCT/US2009/047830

C(Continuation). DOCUMENTS CONSIDERED TO BE RELEVANT

Category*

Citation of document, with indication, where appropriate, of the relevant passages

Relevant to claim No.

A

WO 2004/100842 A (UNOMEDICAL AS [DK];
STISEN BOERGE [DK])
25 November 2004 (2004-11-25)

Form PCT/ISA/210 (continuation of second sheet) (April 2005)




INTERNATIONAL SEARCH REPORT

Information on patent famlly members

International application No

EP 1622552

PCT/US2009/047830
Patent document Publication Patent family Publication

cited in search report date member(s) date

WO 9317643 A 16-09-1993 AT 153847 T 15-06-1997
AU 665248 B2 21-12-1995
DE 69311316 D1 10-07-1997
DE 69311316 T2 23-10-1997
DK 28992 A 05-09-1993
EP 0630219 Al 28-12-1994
JP 7504341 T 18-05-1995

US 2007262479 Al 15-11-2007 AT 344648 T 15-11-2006
AU 6733401 A 08-01-2002
AU 2001267334 B2 01-06-2006
CA 2414482 Al 03-01-2002
CN - 1444467 A 24-09-2003
CN 1879580 A 20-12-2006
DE. . 60124395 T2 04-10-2007
WO 0200144 Al 03-01-2002
DK 1294326 T3 12-03-2007
EP 1294326 Al 26-03-2003
HU 0302878 A2 29-12-2003
JP . 2004500990 T 15-01-2004
US 2004089640 Al 13-05-2004

US 2741247 A 10-04-1956  NONE

DE 8709793 Ul 10-09-1987  NONE

WO 2004100842 A 25-11-2004 AT 390105 T 15-04-2008

Al

08-02-2006

Form PCT/ISA/210 (patent family annex) (April 2005)




	BIBLIOGRAPHY
	DESCRIPTION
	CLAIMS
	DRAWINGS
	SEARCH_REPORT

