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(54) Title: REPOSITIONABLE POUCH WITH FLOATING LANDING ZONE

(57) Abstract

The ostomy system (10) includes a pouch
(12) that is adhesively coupled to a mounting wafer
(14). The mounting wafer (14) has a landing
zone film formed of releasable plastic, and the
pouch (12) has a face plate (50) with a resealable
adhesive that secures to the landing zone of the
mounting wafer (14). The landing zone of the
mounting wafer (14) includes one portion that is
immovable with respect to the body surface that
the mouting wafer (14) is secured to, and another
portion that is deflectable away from the body
surface. The deflectable portion of the landing
zone, also referred to as the floating landing zone,
is sized for gripping between the fingers during
pouch separation from the mounting wafer (14).
Gripping of the floating landing zone during pouch
separation helps isolate the pouch separation force
from the abdominal area underlying the mounting
wafer (14).

T 50

20
L —34

102

[

42




10

15

WO 99/26565 PCT/US98/24642

REPOSITIONABLE POUCH WITH FLOATING LANDING ZONE
BACKGROUND OF THE INVENTION

This invention is directed to ostomy systems wherein a pouch and a
mounting wafer are adhesively coupled, and more particularly to an ostomy system wherein
pouch peel-off or pull-away forces exerted on a mounting wafer during pouch separation
from the mountng wafer can be substantially isolated from the abdominal area underlying
the mounting wafer.

An adhesively coupled ostomy system such as shown in U. S. patent
application serial number 08/609,318 includes a pouch with a face plate that is adhesively
secured to a body side mounting wafer. The ostomy system, because of a releasable and
resealable adhesive coupling arrangement, permits repositioning of the pouch relative to the
body side mounting wafer. Thus, once a pouch has been adhesively secured to a mounting
wafer, the pouch can be removed and resecured as desired to obtain optimum positioning of
the pouch on the mounting wafer.

To facilitate repositioning or removal of the pouch after it has been
adhesively secured to a body side mounting wafer, a finger grippable tab is provided on the
face plate of the pouch for gripping between the thumb and forefinger for example. During
pouch removal when the pouch is gripped at the face plate tab the pull away or peeling force
is directed through the tab and the face plate of the pouch thereby minimizing any stretching
of the pouch envelope. Thus the pouch can be detached and repositioned on the mounting

wafer for optimum adjustment.
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However, the pull away force of the pouch is generally resisted at the
mounting wafer and felt by the user at the underlying abdominal area. Since
the underlying ébdominal area is often sensitive to stress, the pull away or
separation force of the pouch from the mounting wafer can be discomforting to
the user. -

It is thus desirable to provide an adhesively coupled ostomy system that
enables the pouch pull away force from the mounting wafer to be isolated at the
mounting wafer to minimize stressing the abdominal area underlying the

" mounting wafer.

The above discussion of documents, acts, materials, devices, articles
and the |'ike is included in this specification solely for the purpose of providing a
context for the present invention. It is not suggested or represented that any or
all of these matters formed part of the prior art base or were common general
knowledge in the field relevant to the present invention as it existed in Australia
before the priority date of each claim of this application.

OBJECTS AND SUMMARY OF THE INVENTION

Among the several objects of the invention may be noted the provision of a.
novel low profile adhesively coupled ostomy system wherein the pouch is repositionable, a
novel low profile adhesively coupled ostomy system wherein the pouch face plate has an
adhesive surface and the body side mounting wafer has a non-adhesive landing area surface, a
novel low profile adhesively coupled ostomy éysmm wherein a portion of the landing area
surface of the mounting wafer is freely deflectable toward and away from the abdominal area
when other portions of the landing area surface are immovable with respect to the abdominal
area, a novel low profile acihesivcly couplcd ostomy sysfem wherein the body side mounting
wafer, when joined to the abdominal area, has a landing area surface that is finger grippable. a
novel low profile ostomy system including a pouch that adhesively attaches to a body side

mounting wafer and wherein, the mounting wafer can be gripped when the pouch face plate is

detached from the mounting wafer, and a novel method of separating an ostomy pouch from a’

mounting wafer to minimize stress and strain at the abdominal area underlying the mounting -

wafer..
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Other objects and features ot the invention will be in part apparent and in pant
pointed out hereinafter.

[n accordance with the invention. the ostomy system includes a pouch. and a
mounting wafer that are adhesively coupled. but are easily separable trom each other. if
desired. for repositioning of the pouch.

A manually accessible tab is provided on the face plate of the pouch and a
finger grippable portion is provided on the mounting wafer. The finger grippable mounting
wafer portion can thus be held whiie the pouch and face plate tab are peeled from or pulled
away from the mounting wafer.

The adhesive coupling means for the ostomy system include a resealable
adhesive and a releasable film. one of which is provided on the pouch face plate and the other
of which is provided on the body side mounting wafer.

[n a preferred embodiment of the invention the resealable adhesive is provided
on the pouch face plate and the releasable film is provided on the body side mounting wafer.

The releasable film on the mounting wafer defines a landing zone for the
adhesive face plate of the pouch. A first portion of the releasable film is immovable with
respect to a body surface when the mounting wafer is secured to the body surface and a
second portion of the releasable film is deflectable away from the body surface when the
mounting wafer is secured to the body surface. The deflectable portion of the releasable film
is sized to be finger grippable and is also referred to as the floating landing zone.

Easy-to-see indicia borderlines are provided tor viewing at the landing zone to
define a target area for the pouch face plate. The indicia borderlines also facilitate alignment

ot the pouch tace plate with the mounting water.
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The finger grippable portion of the mounting water permits the user to grip and
hold the mounting wafer in order to exert a restraining torce on the mounting wafer when the
pouch is peeled or pulled away from the mounting wafer. The restraining force applied by the
user on the mounting water can be made equal and opposite to the pouch peel off or pull away
force in response to the user’s sensation of stress or strain at the abdominal area underlying
the mounting wafer.

Thus the floating landing zone portion of the mounting wafer can be gripped in
a manner that he!lps to isolate the pouch peel otf or pull away force from the abdominal area
underlying the mounting wafer.

In two embodiments of the invention the releasable film landing zone on the

:
mounting wafer is formed of two discrete sections of landing zone film. One landing zone
section is larger than the other and overlays the smaller dimensional landing zone section.

In one embodiment of the invention the larger dimensional landing zone
section directly contacts the smaller landing zone section and forms an extension of the
smaller landing zone section. The larger landing zone section includes the floating landing
zone.

In another embodiment of the invention the large dimensional landing zone
section does not directly contact the smaller dimensional landing zone section. A transitional
landing zone section is thus used to form a bridge between the large and small landing zone
sections.

The invention also includes a method of separating an adhesively coupled
pouch from a mounting wafer to permit repositioning of the pouch on the mounting water.

The method also includes providing a landing surtace tormed of releasable film tor the
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mounting wafer and rendering a portion of the landing surface deflectable
toward and away from the body surface when the mounting wafer is secured to
the body surface. The method further includes sizing the deflectable portion of
the landing area to permit finger gripping of the deflectable portion when the

~ pouch is pulled away from the mounting wafer during pouch separation.

The invention accordingly comprises the constructions and methods
hereinafter described, the sbope of the invention being indicated in the claims.

Throughout the description and claims of this specification, the word
“comprise” and variations of the word, such as “comprising” and “comprises”, is
not intended to exclude other additives, components, integers or steps.

DESCRIPTION OF THE DRAWINGS

[n the accompanying drawings, .

Fig. | is a simplified perspective view of an ostomy system incorporating one '
embodiment of the present invention, prior to adhesive attachment of the ostomy pouch to a
body side mounting wafer;

Fig. 2 is a simplified perspective view thereot.‘ after the ostomy pouch has been
adhesively secured to the body sid; mounting wafer;

Fig. 3 is a plan view of the quy side mounting wafer thereof:

Fig. 4 is a sectional view thereof taken on the line 4-4 of Fig. 3;

Fig. 5 is an exploded perspective view of the body side mounting wafer
thereof;

Fig. 6 is a sectional view of the ostomy system thereof positioned on the
abdomen in alignment with a stoxﬁa: .

Fig. 7 is a view similar to Fig. 6, showing the ostomy pouch Being detached

from the body side mounting wafer;

W:\SPECI\14839-99 SPE May00.doc
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Fig. 8 is plan view of a body side mounting wafer incorporating another

embodiment of the invention:

Fig. 9 is a sectional view thereot. taken on the line 9-9 of Fig. 8;

Fig. 10 is a sectional view of the mounting wafer thereot coupled with an
6stomy pouch that is positioned on the abdomen in alignment with a stoma: and

Fig. 11 is a view similar to Fig. 10 showing the ostomy pouch being detached

from the body side mounting water.

Corresponding reterence characters indicate corresponding parts throughout

the several views of the drawings.

DETAILED DESCRIPTION OF THE INVENTION

An ostomy system incorporating one embodiment of the invention is generally
indicated by the reference number 10.

Referring to Fig. 1. the ostomy system 10 includes a pouch 12 and a body-side
mounting wafer 14 shown in separated position. The body-side mounting wafer 14 includes
an opening 16 for a stoma 120 and is adhesively secured to an abdominal surtace 100 in
alignment with the stoma 120.

The ostomy pouch 12. which is expandable, is formed of a known envelope 18
of flexible thermoplastic material made in accordance with known techniques in the art of
ostomy pouch construction. The pouch matenal 1s impermeable to gas and water.

The pouch envelope 18 includes a tront wall 20 (Fig. 2) that faces away from

the abdominal surface 100 and a rear wall 22 (Fig. 1) that confronts the abdominal surtace

100.

§)
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Referring to Fig. 6. the rear wall 22 ot the pouch 12 includes an inside layer 24
of the same material as the front wall 20. and an outside layer 26 of perforated polyethylene
tlocking. The outside layer 26 provides a comfortable surtace contact between the pouch 12
and the abdominal surface 100. As seen in Fig. 6. both the layers 24 and 26 respectively
include an aligned waste inlet opening 30. The front and rear walls 20 and 22 of the pouch 12
are joined together by a peripheral thermoweld 34 (Figs. | and 6).

The pouch envelope 18 further includes a top portion 36 (Fig. 1) with rounded
corners. opposite side portions 38 and 40 that are substantially parallel. and a curved bottom
portion 42 that merges into the opposite side portions 38 and 40. The pouch envelope 18 thus
defines a waste collection chamber 46 (Fig. 6) accessible through the waste inlet opening 30
of the rear wall 22.

The waste inlet opening 30 has a diameter of approximately 1-3/4 inches and is
located nearer the top portion 36 of the pouch envelope than the bottom portion 42.

The pouch 12 further includes a generally annular adhesive face plate 50 that
borders the waste inlet opening 30. The inner diameter of the face plate 50 aligns with the
waste inlet opening 30 of the pouch 12 and is of substanually the same magnitude. For
purposes of simplicity, the inner diameter of the face plate 50 is also referred to by the
reference number 30. The face plate 50 is attached to the rear wall 22 of the pouch 12 by an
annular thermoweld or by adhesion. The face plate 50 includes a manipulable tab 54
approximately one inch wide (Fig. 1) and extending approximately "2 inch beyond an outer
diametrical periphery 56 of the face plate 50. at an angle of approximately 50° to 60° from the
vertical. The surface portion of the face plate 50 between the inner and outer diameters 30

and 56 is reterred to as the tace plate adhesion area.
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The face plate 50 is preterably formed of a resealable foam tape 60. such as the
type manufactured by the 3M Company of Minneapolis, Minnesota and designated No. 9776
Foam Medical Tape On Liner. The resealable foam tape 60 includes a closed cell
polyethylene foam bacl'cing approximately .08 mm thick with a hypoallergenic pressure-
sensitive acrylate adhesive 62 (Fig. 6) that is at the face plate adhesion area and a silicone
release paper (not shown) that normally covers the adhesive 62. The face plate 30 has an
inner diameter of approximately 1-3/4 inches. and an outer diameter of approximately 3-3/8
inches.

The tab portion 54 of the face plate 50 includes a film layer 66 (Fig. 1)
laminated to the acrylic adhesive 62 of the tab 54. Preferably the film layer 66 is plasticized.
flexible polyvinylchloride sheet matenal approximately .010 to .080 inches thick. with an
outside surface that is non-adhestve to facilitate manipulation of the tab portion 34 and to
reinforce the tab 54 when it is manually gripped between the fingers as shown in Fig. 7.

As most clearly shown in Fig. 6, a rear surface 68 of the tab portion 34 that
confronts the rear wall 22 of the pouch 16 is non-adhesive and is not joined to the pouch wall
22 to further ensure that the tab portion 34 is accessible for manual gripping and
manipulation.

Manipulation or gripping'of the tab 54 enables the user to peel the pouch face
plate 50 from the mounting wafer 14 during pouch removal or pouch separation as shown in
Fig. 7. During removal of the pouch tace plate 50 from the body side mounting wafer 14 the
peeling force is directed through the tab 54 and the tace plate area. rather than the walls 20

and 22 of the pouch 12.
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Referning to Figs. 3-6 the body-side mounting wafer 14 is a laminate of
generally circular and rectangular layers. The mounting wafer 14 has a central opening 16
with a diameter of approximately 3/4 to | 1/4inches.

Referring to Figs. 4 and 5, the body-side mounting wafer 14 includes an
annular adhesive disc 70 for abdominal contact. The disc 70 is covered on one side with a
removable layer 72 of silicone release paper and on the other side with a non-removable
layer 74 of plastic film also referred to as the first landing zone film layer, preferably
formed of polyethylene film. The layers 72 and 74 are substantially identical in inner and
outer diameter to the abdominal adhesive disc 70. The abdominal adhesive disc 70 is
preferably formed of a hydrocolloid adhesive, approximately 0.030 to 0.080 inches thick,
such as the type sold under the trademark Stomahesive” or Durahesive’ by Bristol-Myers
Squibb Company of New York, New York.

The body-side mounting wafer 14 further inciudes a generally rectangular
fabric collar 76 having an inner diameter 77. The fabric collar 76 is preferably formed of
Fasson material having an adhesive coating 78 (Fig. 5) facing the first landing zone film
layer 74 and a soft, perforated non-adhesive back surface 80. A silicone release collar 82
for the adhesive side 78 of the collar 76 has preformed cut lines 84 and 86 (Fig. S) that
define opposite manipulation segments 88 and 90 and a median section 92. For purposes of
simplicity the reference numbers 88, 90 and 92 are also used to define the corresponding
underlying adhesive segments and sections on the surface 78 of the fabric collar 76. Under
this arrangement, an annular portion "t" (Fig. 4) of the adhesive side 78 of the fabric collar

76 bonds to the polyethylene film layer 74.
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Referring to Figs. 4 and 5, a generally rectangular layer 102 of plastic film, also
referred to as the second landing zone film layer, is joined to the first landing zone film layer

74 and the fabric collar 76. The layer 102 is preferably formed of polyethylene and can be

‘of the type manufactured by the 3M Company of Minneapolis, Minnesota under the

designation 3M MSX-1198 Clear PE Release Film.

The second landing zone film layer 102 is approximately 12 mils in thickness,
has an inner diameter 106 of approximately 1 1/2inches and a width across flats of
approximately 3 3/4inches. An exposed landing surface 104 is defined between the inner
diameter 106 and the outer periphery of the layer 102. A darkened, easy-to-see indicia
border 114 is provided on the layer 102 proximate the inner diameter 106 and another
darkened easy to-see indicia border 116 is provided on the layer 102 proximate its outer
periphery. The indicia borders 114 and 116 are preferably provided on the back of the layer
102 but are shown in the drawings on the landing surface 104 for purposes of clarity.

The second landing zone film layer 102 is joined at or near its inner diameter
106 to the film layer 74 by an annular ultrasonic weld 107 having an inner diameter of
approximately 1 1/2inches and an outer diameter of approximately 1 3/4 inches. The second
landing zone film layer 102 is further joined to the fabric collar 76 at or near the inner
diameter 77 of the fabric collar 76 by an annular ultrasonic weld 108 having an inner
diameter of approximately 2 1/8 inches and an outer diameter of approximately 2 3/8 inches.

Under this arrangement the second landing zone film layer 102 forms a radial
extension of the landing surface provided by the first landing zone film layer 74. A portion
of the second landing zone film layer 102 that extends radically beyond the ultrasonic

10
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weld 108 is free from securement to the tabric collar 76 and is thus reterred to as the tloating
landing zone 110.

As most clearly shown in Fig. 4. the mounting wafer 14. as assembled tor
securement to the abdominal surface 100. includes the adhesive layer 70 sandwiched between
the silicone release paper 72 and the first landing zone film layer 74. The assembled body-
side mounting wzifer 14 also includes the fabric collar 76 secured to a peripheral section of the
first landing zone film layer 74. The tabric collar 76 extends radially beyond the periphery of
the first landing zone tilm layer 74. The adhesive surface 92 of the fabric collar 76 that
extends radially beyond the first landing zone film layer 74 is covered by the silicone release

paper 82.

1

The assembled mounting wafer 14 further includes the second landing zone
T

film layer 102 secured to the first landing zone film layer 74 and the fabric collar 76 as

—_————— e — —

;;reviously described.

In using the ostomy system 10, the body-side mounting wafer 14 is first joined
to the abdominal surface 100 before being coupled with the pouch 2. Thus, the silicone
release paper 72 is removed from the abdominal adhesive disc 70 and the median section 92
of the release paper 82 is removed from the fabric collar 76. The release paper 82 temporarily
remains at the opposite manipulation edge portions 88 and 90 of the fabric collar 76. The
mounting wafer 14 can then be handled by the manipulation portions 88 and 90. to locate the
body-side mounting wafer opening 16 in alignment with the stoma 120.  The body-side
mounting wafer 14 is secured to the abdominal surface 100 by the adhesive disc 70 and the
exposed median section 92 of the fabric collar 76. The remaining release paper 82 at the

manipulation sections 88 and 90 is then removed to expose the underlying adhesive and
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complete the securement of the tabric collar 76 to the abdominal surface 100. The portion of
the fabric collar 76 that projects beyond the periphery of the mounting wafer components 70.
and 84 thus attacﬁes to the abdominal surtace 100 and thereby covers the peripheral edges of
the abdominal adhesive disc 70 and the tirst landing zone tilm layer 74.

With the body-side mounting wafer 14 secured to the abdominal surtace 100.
the pouch 12 can then be secured to the body-side mounting wafer 14. Silicone release paper
(not shown) protecting the annular face plate 50 of the pouch 12 is removed to expose the
adhesive surface 62. The face plate 50 can be grasped at the tab portion 34 to facilitate
manipulation of the face plate 50 against the first and second landing zone film layers 74 and
102 of the body-side mounting wafer 14. The tab portion 34 tacilitates alignment of the
pouch waste inlet opening 30 with the mounting wafer 14 and the stoma 120. [n addition, the
easy-to-see indicta borders 114 and 116 (Figs I, 3 and 5) at the inner and outer edges of the
second landing zone film 102 facilitate such alignment.

Once the pouch 12 is secured via the facepiate 50 to the mounting wafer 14, it
may be desirable to adjust or reposition the pouch 12 against the mounting wafer 14.‘ The tab
portion 34 of the face plate 50 is accessible for manuai grasping, as shown in Fig. 8. to peel
the annular face plate 50 from the releasable first and second landing zone film layers 74 and
102 of the body-side mounting wafer 14. The releasable qualities of the film layers 74 and
102 facilitate removal of the pouch face plate 50 from the mounting wafer 14.

The pouch pull-off or peeling force at the pouch face plate 50 is exerted upon
the mounting wafer 14 and the underlying abdominal area. Because the underlying abdominal
area can be sensitive to the stress and strain of pouch removal it is desirable to minimize such

stress and strain at the abdominal area. The pouch peel ott torce can be substantially isolated
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from the abdominal area underlying the mounting water 14 by gripping the unbonded or
floating landing zone portion 110 of the second landing zone layer 102 during the peel otf
process.

Gripping of the mounting wafer 14 at the floating landing zone 110 by the
fingers 124 and 126 helps to provide a force on the mounting wafer 14 that is equal and
opposite to the pouch peel off force provided by the fingers 128 and 130 that grip the face
plate tab 34. Thus if the user begins to feel any stress or strain at the abdominal area during
pouch peel off, the user can either increase or decrease the restraining force applied to the
mounting wafer 14.

The user can also manipulate the floating landing zone portion 110 to vary the/
direction of the restraining force, as needed to counteract the pouch peel off force. In this
manner. the underlying abdominal area is substantially isolated from the pouch peel off force.
Thus stress and strain on the underlying abdominal area during pouch peel off can be
substantially minimized.

Resecurement of the annular face plate 50 to the first and second landing zone
areas 74 and 102 of the body-side mounting wafer 14 is then accomplished in a manner
similar to that previously described. The resealable qualities of the adhesive surface 62
facilitate resecurement of the face plate 30 to the mounting wafer 14.

Another embodiment of the ostomy system is generally indicated by the
reference number 140 in Figs. 10 and 1 1. The ostomy system 140 includes a pouch 142
identical to the pouch 12 and a mounting water 144. The mounting wafer 144 (Figs. 8 and 9)
includes the adhesive disc 70 sandwiched between the silicone release paper 72 and the tirst

landing zone film layer 74, the tabric collar 76 adhered to the first landing zone tilm layer 74.
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the silicone release collar 82 with a second landing zone film layer 150 joined to the fabric
collar 76. and a security film 152 joined to the first and second landing zone film layers 74
and 150.

The second landing zone tilm layer 150 is tormed of the same material as the
second landing zone film layer 102 of the mounting water 14 and is also of generally
rectangular shape with a width across tlats of approximately 3 % inches by 3 Y inches. The
second landing zone film layer 1350 differs from the corresponding layer 102 of the mounting
water 14 by having a thickness of approximately 18 mils and an inner diameter 136 that aligns
with and is of the same magnitude as the inner diameter 77 of the fabric collar 76.

Easy-to-see indicia borders 158 and 159 are respectively provided proximate
the inner diameter 156 and the outer periphery of the second landing zone film layer 150 for
the same purpose as the indicia borders 114 and 116 on the mounting wafer 14.

The second landing zone film layer 150 is joined at or near its inner diameter
156 to the film layer 74 by an annular ultrasonic weld 160 (Fig. 9) having an inner diameter of
approximately 2 1/8 inches and an outer diameter of approximately 2 3/8 inches. Under this

arrangement the second landing zone film laver 150 forms a radial extension of the landing

'surface provided by the first landing zone film layer 74. A portion 162 of the second landing

zone film layer 150 that extends radially beyond the ultrasonic weld 160 is free from
securement to the fabric collar 76 and thus referred to as the floating landing zone 162.

The security film 152 is a ring of plastic material. preferably formed of the
same material as the first landing zone tilm layer 74. The security film 152 has a thickness ot
approximately 2 mils with an inner diameter ot approximately 1 % inches and an outer

diameter ot approximately 2 3/8 inches. Ultrasonic welds (not shown) provided at or near the
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inner and outer diameters ot the security tilm 1352 join the security tilm 152 to the first and
second landing zone film lavers 74 and 150 such that the security tilm 132 covers the inner
diametrical edges 77 and 1356 of the tabric collar 76 and the second landing zone tilm layer
130. The security film 152 thus provides a transitional landing surtace between the first and
second landing zone film lavers 74 and 150.

[n using the ostomy system 140. the body side mounting watfer 144 is joined
to the abdominal surface 100 and the pouch 12 is joined to the mounting water 144 in a
manner similar to that previously described for the ostomy system 110.

Referring to Fig. 10. the adhesive surtace 62 of the pouch face plate 50
contacts the first and second landing zone film layers 74 and 150 and the security film 152.
which provide a releasable surface for the resealable adhesive 62 of the pouch face plate 50.

Peel off or pull away of the pouch face plate 50 from the mounting wafer 144
1s accomplished in a manner similar to that described for the ostomy system 10. Thus the face
plate 50 is grasped at the tab portion 54 and the mounting wafer 144 is grasped at the floating
landing zone 162 as shown in Fig. [ 1. In this manner. and as described with respect to the
ostomy system 10. gripping of the mounting wafer 144 at the floating landing zone 162 by the
fingers 124 and 126 help to provide a restraining force on the mounting wafer 144 that is
equal and opposite to the pouch peel off force provided by the fingers 128 and 130 on the face
plate tab 54.

Some advantages of the present invention evident from the foregoing
description include a low protile repositionable ostomy system with a mounting water that has
a floating landing zone. A turther advantage is a manipulable tab portion of the pouch face

plate and a manipulable portion of the body-side mounting water are manually grippable
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during pouch removal to help isolate pouch peel off force from the abdominal area underlying
the mounting wafer. A further advantage is the provision of indicia borders on the mounting
wafer to facilitate alignment of the pouch tace plate on the mounting wafer.

[n view of the above. it will be seen that the several objects of the invention are
achieved and other advantageous results attained.

As various changes can be made in the above constructions and method
without departing from the scope of the invention. it is intended that all manter contained in
the above description or shown in the accompanying drawings shall be interpreted as

illustrative and not in a limiting sense.
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THE CLAIMS DEFINING THE INVENTION ARE AS FOLLOWS:

|. An ostomy system comprising:

" “a) an ostomy pouch including a pouch envelope formed of ﬂe.;dble
plastic material defining a waste collection chamber tor body waste that passes through a
stoma. a waste inlet opening formed in said envelope tor positioning arour;d said stoma to

permit passage of waste material from said stoma to said collection chamber, flexible annular

_adhesive pouch coupling means on said envelope at said waste inlet opening for coupling with

a body side mounting wafer, and

b) a body-side mounting wafer joinable to a body surface around a
stoma, said body side mounting wafer having an opening for a stoma and a non-adhesive
landing ar?a surface on a front side of the mounting wafer for coupling engagement with the '

annular adhesive pouch coupling means, said non-adhesive landing area including a first

portion that is immovable with respect to a body surface around a stoma when said mounting

wafer is secured to said body surface, and a second portion that is deflectable away from said

body surface when said mounting wafer is secured to said body surface,
wherein:
1) the adhesive pouch coupling means is generally circular; and
2) the non-adhesive landing area is generally rectangular so that when the circular
pouch coupling means is adhered to the landing area there is a border of non-

adhesive area completely around the generally circular pouch coupling means.

2. The ostomy system as claimed in claim 1, wherein séid non-adhesive
landing area has an exposed first peripheral edge and said second deflectable portion of said
non-adhesive Iénding area is provided at said exposed ﬁrét peripheral edge to permit manual
gﬁppi'né of Eéid"moun.ting wafer at .the‘exAposed first peripheral edgé when said pouch is

detached from a coupled positioh with said mounting wafer.
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3. The ostomy system as claimed in claim 2, wherein the exposed first
peripheral edge has a predetermined periphery and substantively the entire periphery of said
non-adhesive landing area at said exposed first peripheral edge is deflectable away from said

body surface.

4. The ostomy system as claimed in claim 3, wherein said periphery is
generally rectangular with rounded corners and the detlectable second portion of said non-
adhesive landing area extends inwardly from said exposed first peripheral edge to a generally

circular boundary within the confines of said exposed first peripheral edge.

5. The ostomy system as claimed in any one of claims 1 to 4,
wherein said non-adhesive landing area includes first and second discrete
sections having inner and outer peripheries, and said first and second discrete
sections are sized such that said first section overlays the outer periphery of
said second section, and the exposed first peripheral edge is at the outer

periphery of said first section.

6. The ostomy system as claimed in claim 5. wherein a first indicia
borderline is provided for viewing at said non-adhesive landing area proximate said exposed

first peripheral edge.

\SPECI\14838-89 SPE May00.doc
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7. The ostomy system as claimed in claims 5 or 6, wherein the inner
periphery of said second discrete section is of a lesser magnitude than the inner
periphery of said first section and a second indicia borderline is provided for
viewing at said non-adhesive landing area between the inner periphery of said

second section and the outer periphery of said first section.

8. The ostomy system as claimed in claim 7, wherein the second
indicia borderline is provided for viewing at said non-adhesive landing area

proximate the inner periphery of said first section.

9. The ostomy system as claimed in any one of claims 5 to 8,
wherein an intermediate annular section overlays a first portion of said first
section and a second portion of said second section of said non-adhesive

landing area.

10. The ostomy system as claimed in claim 9, wherein said
intermediate annular section has an exposed non-adhesive surface that
constitutes a portion of said non-adhesive landing area surface.

11. The ostomy system as claimed in any one of claims 5 to 10,
wherein said second section of said non-adhesive landing area extends radially
beyond said first section of said non-adhesive landing area and said mounting
wafer further includes a fabric portion sandwiched between the first and second
sections of said non-adhesive landing area, said fabric portion extending
radially beyond said first and second sections of said non-adhesive landing

area.

\SPECI\14639-89 SPE May00.doc
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12. The ostomy system as claimed in claim 11, whAerein said
deflectable second portion of said non-adhesive. landing area confronts said

fabric portion.

13.  The ostomy syétem as claimed in claims 11 or 12, wherein said
fabric portion has an outer periphery that extends beyond the exposed first

peripheral edge of said non-adhesive landing area.

14.  The ostomy system as claimed in any one of claims 1 to 13,
wherein said pouch coupling means has a generally circular periphery and a
manipulation tab extends from said generally circular periphery to facilitate
manipulation and positioning of said pouch coupling means around the stoma.

15. A body-side mounting wafer for coupling with an ostomy pouch. said
mounting wafer beiné joinable to a body surface around a stoma and having an opening for a

stoma, said mounting wafer further including a non-adhesive landing area surface on a front

side of the mounting wafer for coupling engagement with an annular adhesive pouch coupling

means, said non-adhesive landing area including a first portion that is immovable with respect
to a body surface around a stoma when said mounting wafer is secured to said body surface.

and a second portion that is dcﬂect:;ble away from said body surface when said mounting

wafer is secured to said body surface,
wherein:
1) the adhesive pouch coupling means is generaily circular; and
2) the non-adhesive landing area is generally rectangular so that when the circular
pouch coupling means is adhered to the landing area there is a border of non-

adhesive area completely around the generally circular pouch coupling means.

W:SPECI\146838-88 SPE May00.doc
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16.  The body-side mounting watfer as claimed in claim 15. wherein said
non-adhesive landing area has an exposed first peripheral edge and said second deflectable
portion of said non-adhesive landing area is provided at said exposed first peripheral edge to
permit manual gripping of said mounting water at the exposed first peripheral edge when a

pouch is detached from a coupled position with said mounting wafer.

17.  The body-side mounting wafer as claimed in claim 16, wherein the
exposed first peripheral edge has a predetermined periphery and substantively the entire
periphery of said ron-adhesive landing area at said expdsed first peripheral edge is deflectable

away from said body surface.

18. The bddy-side mounting wafer as claimed in claim 17, wherein said
periphery is generally rectangular with rounded comers and the deflectable second portion of
said non-adhesive landing area extends inwardly from said exposed first peripheral edge to a

generally circular boundary within the confines of said exposed first peripheral edge.

19. The ostomy system as claimed in any one of claims 15 to 18,
wherein said non-adhesive landing area includes first and second discrete
sections having inner and outer peripheries, and said first and second discrete
sections are sized such that said first section overlays the outer periphery of
said second section, and the exposed first peripheral edge is at the outer
periphery of said first section. | |

\SPECI\14639-09 SPE May00.doc
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20. The ostomy system as claimed in claim 19, wherein a first indicia
borderline is provided for viewing at said non-adhesive landing area proximate

said exposed first peripheral edge.

21. The ostomy system as claimed in claims 19 or 20, wherein the
inner periphery of said second discrete section is of a lesser magnitude than the
inner periphery of said first section and a second indicia borderline is provided
for viewing at said non-adhesive landing area between the inner periphery of

said second section and the outer periphery of said first section.

22. The ostomy system as claimed in claim 21, wherein the second
indicia borderline is provided for viewing at said non-adhesive landing area

proximate the inner periphery of said first section.

23. The ostomy system as claimed in any one of claims 19 to 22,
wherein an intermediate annular section overlays a first portion of said first
section and a second portion of said second section of said non-adhesive

landing area.

24. The ’ostomy system as claimed in claim 23, wherein said
intermediate annular section has an exposed non-adhesive surface that
constitutes a portion of said non-adhesive landing area surface.

.\SPECI\14838-99 SPE May00.doc
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25. The ostomy system as claimed in any one of claims 19 to 24,
wherein said second section of said non-adhesive landing area extends radially
beyond said first section of said non-adhesive landing area and said mounting
wafer further includes a fabric portion sandwiched between the first and second
sections of said non-adhesive landing area, said fabric portion extending
radially beyond said first and second sections of said non-adhesive landing

area.

26. The ostomy system as claimed in claim 25, wherein said
deflectable second portion of said non-adhesive landing area confronts said

fabric portion.

27. The ostomy system as claimed in claims 25 or 26, wherein said
fabric portion has an outer periphery that extends beyond the exposed first

peripheral edge of said non-adhesive landing area.

WI:ASPECI\14838-89 SPE May00.doc




28.  The method ot separating an adhesively coupled ostomy pouch from a
mounting wafer to permit repositioning of the pouch on the mounting wafer comprising,
a) providing the mounting wafer with a non-adhesive resealable landing
area including a thin layer portion that is deflectable against the body surface and deflectable
5  away from the body surface when the mounting wafer is secured to the body surface.
b) making the deflectable portion of the non-adhesive landing area of a
size that permits finger gripping between the thumb and the forefinger of one hand.
¢) securing an ostomy pouch with a flexible annular resealable adhesive
coupling member around a waste inlet opening of the pouch to couple with the non-adhesive
10 resealable landing area of the mounting wafer,
d) forming a manipulation tab on the coupling member of the pouch to
extend radially beyond the circular periphery of the coupling member and making the tab of a
size that can be finger gripped between the thumb and forefinger of another hand,
e) gripping the deflectable portion of the mounting wafer with one hand
15 when the wafer and pouch are joined together and gripping the manipulation tab of the pouch

with the other hand while pulling the manipulation tab away from the mounting wafer such

*eet S that by holding the deflectable portion of the mounting wafer during pull-off of the pouch
ot from the mounting wafer the pull-away force of the manipulation tab on the body surface is
etee substantially neutralized,
cocces wherein:
1) the adhesive pouch coupling means is generally circular; and
2) the non-adhesive landing area is generally rectangular so that when the circular

pouch coupling means is adhered to the landing area there is a border of non-

adhesive area completely around the generally circular pouch coupling means.
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29. A method of separating an dstomy pouéh from a mounting wafer that is
secured to body surface around a stoma cqmpﬁsing. _

a) providing d;c mduﬁting wafer with a thin layer portion that is
deflectable againist the body surface and deflectable away from the body sur.face when the
mounting wafer is secured to the body surface,

| b) making.thc deflectable portion of the mounting wafer of a size that
permits finger griﬁping bet\;/cen the thumb and the forefinger of one hand,.

c) secu:ifng an ostomy pouch with an adhesive coupling' member around

~ a waste inlet opening of the pouch to couple with the mounting wafer,

d) forming a inanipulation tab on the coupling member of the pouch to
extend l;adially beyond the circular periphery of ihe coupling member and making the tab of a
size that can be finger gripped between the thumb and forefinger of a;xothcr hand,

) gripping the deflectable portion of the mounting wafer with one hand
when the wafer and pouch are joined together and gripping the manipul.ation tab of the pouch
with the other hand while pulling the manipulation tab away from the mounting wafer such
that by holding the deflectable portion of the mounting wafer during pull-off of the pouch

from the mounting wafer the pull-away force of the }naniéulaﬁon tab on the body surface is

substantially neul:rahzed,
~ wheréin:
: 1) the adhesive pouch coupling means is generally circular; and
2) the non-adhesive landing area is generally rectangular so that when the circular

pouch coupling means is .adhered to the landing area there is a border of non-

adhesive area completely around the generally circular pouch coupling means.

30. An ostomy system substantially as hereinbefore described as

illustrated in any one of the figures.

31. A body-side mounting wafer substantially as hereinbefore
described as illustrated in any one of the figures. ’
DATED: 26 February 2003 |
PHILLIPS ORMONDE & FITZPATRICK
Attorneys for: '

. BRISTOL-MYERS SQUIBB COMPANY




PCT/US98/24642

WO 9926565

cl

AN

N

911

(44

1 "Old

1/6
SUBSTITUTE SHEET (RULE 26)




PCT/US98/24642

WO 99/26565

9 28

0L
\A
ol 2
f/
N i [
\m m 44
v/
91
WV
0L ~_
b/ (
8./J Sl
pil i
LL <01
801 m ”
1401} 1 mw,a
oLt <
91l 8/

2
SUBSTITUTE Sl-{E (RULE 26)




WO 99/26565

102

FIG. 5

3/6
SUBSTITUTE SHEET (RULE 26)

PCT/US98/24642



PCT/US98/24642

WO 99/26565

0
128
74
12

114

24

102

(bl bl bdd
CSSSSSSS

— -—
//’
(Ve
o
—
<t
(o)
-~
O
| [ 2
oN
o o
(@] N L=
— ~
—
o
o ~ <t o (o]
1/|/ —_ Moo
G\ Y
4
O 0—
et TN\
6 ‘ 1y Frores XL ~...... 0
T e V\ x
~N O O
Q OH e \ﬂ7m»u oo o ot
— NN Y
o ~N
—

50

116

102

34

AL LSRR SRR A Y

3 SSSSY
()] 7 L L
AN IS
o
o

L s
MATTLTT AL IR AUV VRANNV NGNS

o~
o

76

— 2
FIG. 6

44 6
SUBSTITUTE SHEET (RULE 26)




PCT/US98/24642

WO 99/26565

9L

0s1

st

vl —>

04—

e —Y

eslt
961

861

a9l
6S1
0s1

vv—\

5/6
SUBSTITUTE SHEET (RULE 26)



PCT/US98/24642

WO 99/26565

<t N
2 "" AL ARWNS

| RIS
| S S R s s

o
s \
—
\ A A
~ )
X O
© 2\ \ A A <« S
~ ANMNANE (Vp] ——
\ //////// / \ N i\
BN L. e — \
ATITITTTH 1Tt Tttt st ettt iv v s v
9| Q
< . 0
el
(28]
Q eT) £ 2
- - L
o
wn
—
a
0 A
—
L -—
/‘f’/'ﬂ’/’ﬁ/’pf

AR AL ALY, /'/V/f/‘/a/,'/af'/f/’/’fﬁ/f/“ff/ﬁd///ﬂﬂ‘/’/’/ﬂ/f/’f/

wn

AN AL AL AN TA AN NN

NS YRR NN

N\
VLl didl
i\.\lf LKLKLL
)
&

1 YA
Al Al AL N SRR TR AL NN Y

FIG. 10

6/6
SUBSTITUTE SHEET (RULE 26)




