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Description

[0001] The present invention relates to a method of
preparing an ostomy appliance prior to adhering the os-
tomy appliance to a patient.

BACKGROUND OF THE INVENTION

[0002] Modern ostomy appliances are commonly at-
tached to the body by means of an adhesive body fitment.
The adhesive body fitments most commonly used are
designed to have a predetermined, fixed shape. The
wearer cuts the central opening of the adhesive fitment
to match his or her stoma size and shape, using scissors
to cut along guidance lines that are pre-printed on the
adhesive for certain standard sizes.

[0003] U.S. Patent No. 6,840,924 describes an im-
proved ostomy appliance including a moldable adhesive,
in which atleast a portion of the adhesive can be manually
shaped by the wearer, to provide a custom fit around the
stoma. This alternative way of customizing the wafer of-
fers the prospect of a better fit around the stoma than
thatobtainable by cutting along standard size guidelines.
Achieving a good fit is desirable in order to reduce the
exposure of the peristomal skin to stool exiting the stoma.
Peristomal skin may be quite sensitive, and vulnerable
to irritation or infection when contacted by stool. Stool
exiting the stoma may contain digestive juices from the
body, and such juices can also attack the peristomal skin
resulting in excoriation. However, all stomas have differ-
ent sizes and shapes. The advantage of a moldable ad-
hesive as taughtin U.S. Patent No. 6,840,924 is that the
user can mold the adhesive to closely match the exact
size and shape of the stoma.

[0004] In a form in which the appliance of U.S. Patent
No. 6,840,924 is implemented as a two-piece ostomy
appliance, the wearer is able to access the moldable ad-
hesive on the non-body-contacting side, when the pouch
is separated from the body fitment. This can enable the
wearer to mold the adhesive with the body fitmentin place
around the stoma. However, when implemented as a
one-piece appliance, the wearer can only access the
moldable adhesive from the body-contacting side, and
before the body fitment is secured to the body. This
means that the shape and size of the aperture might not
be as accurate as with a two-piece ostomy appliance.
[0005] WO-A-2004/084777 and WO-A-2006/035014
describe one-piece ostomy pouches in which an adhe-
sive wafer is attached to the pouch using two different
types of attachment extending in complementary firstand
second arcs that together extend completely around the
stoma aperture. In the first arc, the wafer is permanently
attached. In the second arc, the wafer is initially unat-
tached orisreleasably attachable. The second arcis said
to permit the pouch to be folded away from the wafer in
the region of the second arc, allowing access through
the gap between the wafer and the pouch. This can en-
able access to facilitate cutting the adhesive, or fitting a
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separate sealing member, or removal and fitting of a sep-
arate disposable inner pouch. Some embodiments also
feature an inspection hatch in the pouch wall to enable
inspection of the stoma with the pouch in situ. The pouch
is like a hybrid between a one-piece appliance (first arc
of permanent attachment) and a two-piece appliance
(second arcinitially unattached orreleasably attachable).
However, unless the second arc is made very large, the
appliance does not give complete unhindered access to
the adhesive on all sides of the stoma aperture. It may
be difficult for an elderly or non-dextrous person to use
the appliance. Additionally, depending on the design,
such a pouch construction might have vulnerabilities in
the seal between the faceplate and the pouch at (i) the
points at where the first and second arcs meet, and/or
(ii) at the folding notches or creases of the stiffening ring,
in view of the discontinuities which are inevitable at these
points.

[0006] US2004/0059306 discloses a medical pouch
comprising separable inner and outer pouches. The med-
ical pouch may be a collection pouch such as an ostomy
pouch. The outer pouch may include a refastenable
openable portion to facilitate replacement of the inner
pouch.

[0007] WO2006/035014, which is regarded as the
closest prior art, discloses an ostomy appliance compris-
ing a front wall and a rear wall of flexible material forming
a bag, said rear wall having an opening for receiving a
stoma, and being provided with an adhesive wafer for
securing the appliance to a user’s skin, said wafer having
a hole being aligned with the opening for receiving the
stoma, wherein the opening of the rear wall has an edge
being adapted to be secured to a surface of the adhesive
wafer facing away from the user in an attachment zone
surrounding the hole of the wafer, and wherein afirst part
of the edge of the opening of the rear wall is permanently
secured to the surface of the wafer in a corresponding
first part of the attachment zone, and a second, remaining
part of the edge of the opening of the bag is prepared for
adhesive sealing of the same to the remaining second
part of the attachment zone.

[0008] In devising the present invention, the inventors
have appreciated that it would be desirable to provide an
ostomy pouch appliance in which access to a moldable
adhesive can be improved. More generally, it would be
desirable to provide an ostomy pouch appliance in which
access to the stomal area may be improved.

SUMMARY OF THE INVENTION

[0009] Broadly speaking, the presentinvention relates
to a method of preparing an ostomy appliance prior to
adhering the ostomy appliance to a patient, comprising
the step of providing an ostomy pouch having a stomal
aperture, and an adhesive body fitment secured or se-
curable around the stomal aperture. At least a portion of
the adhesive of the body fitment is moldable. The body
fitment has an adhesive body-facing side for adhesively
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contacting the body, and a non-body-facing side that fac-
es towards the pouch interior. The pouch comprises a
closable opening configured for providing access
through the pouch interior to the non-body-facing side of
the adhesive.

[0010] With such an arrangement, the closable open-
ing allows the ostomate (or some other person such as
a nurse or other caregiver) to access the adhesive of the
body fitment, even when the pouch is worn on the body.
[0011] Theterm "moldable" as used herein is intended
to mean generally that the adhesive may be any of de-
formed or extruded or reshaped by hand. In a preferred
form, the moldable adhesive portion is a moldable as a
deformable adhesive sheet, meaning that the wafer re-
tains generally sheet-like properties (in contrast to an ex-
trudable form, for example), but the adhesive wafer may
be molded by bending or flexing the adhesive wafer in
the moldableregion, or by rolling the adhesive wafer back
on itself. Such a moldable wafer is especially configured
for allowing the stomal aperture in the adhesive to be
enlarged to a customized size and/or shape. The adhe-
sive wafer may have a spring-back property such that
the adhesive may tend to spring back partly towards its
initial shape. Such a spring-back property may be useful
for sealing around the stoma. Alternatively, the adhesive
contact of the rolled back portion of the wafer may anchor
the wafer stably in the molded shape without any, or with
only limited, spring back.

[0012] The adhesive wafer includes a constrained
shape zone around the moldable region. The adhesive
in the constrained zone may be integral with and/or of
the same thickness as, the adhesive in the moldable re-
gion.

[0013] The ostomy appliance might be a one-piece
item, in which the body fitment is permanently attached
to the ostomy pouch. The term "permanently" as used
herein is intended to mean that the body fitment is at-
tached or attachable to the pouch in such a way that the
fitment is not easily separable from the pouch without
damage and/or is never intended to be separable from
the pouch during normal use. Preferably, the body fitment
is permanently secured around the entire circumference
of the stomal aperture, to optimize the integrity of the seal
between the body fitment and the ostomy pouch. With
such a one-piece appliance, the closable opening allows
access to the adhesive to enable the adhesive to be mold-
ed as easily and as accurately as with a two-piece appli-
ance, either during initial fitting of the body fitment around
the stoma, or once the appliance has been fitted to the
body.

[0014] The ostomy appliance might be a two-piece
item, in which the body fitment is separably fastenable
to the pouch (for example, by a releasable and/or reseal-
able adhesive, or by a mechanical fastening). Even with
a two-piece appliance, the closable opening may allow
useful access to the adhesive, without having to remove
the pouch from the body fitment.

[0015] The closable opening may take a variety of
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forms. A particularly preferred form is an aperture (re-
ferred to herein as an access aperture) in a wall of the
pouch that faces the stoma aperture. For example, the
access aperture may be in a front wall of the pouch, the
stomal aperture being in a rear wall of the pouch. The
access aperture preferably overlaps, at least partly, the
stoma aperture. The access aperture may be approxi-
mately the same shape as the stomal aperture (e.g.,
round), but the access aperture may have a different
shape as desired. The access aperture may be approx-
imately the same size as the stomal aperture, or the ac-
cess aperture may be larger than, or smaller than, the
stoma aperture. The access aperture may be closed by
aclosure such as a sheet or panel of material fastenable
around, or over, the access aperture. The closure may
conveniently be fastenable by means of a peelable and
resealable adhesive, that allows the adhesive bond to be
peeled free, and remade, a plurality of times, so that the
access aperture may be opened and reclosed. The ad-
hesive may be carried on the pouch (e.g., on a flange
faceplate surrounding the access aperture), or on the
closure, or both. The closure may incorporate a flatus
vent.

[0016] In other forms, the closable opening may com-
prise a flap portion of the pouch wall. Additionally or al-
ternatively, the closable opening may be implemented in
a seam of the pouch.

[0017] The access aperture preferably overlaps, at
least partly, the stoma aperture.

[0018] The access aperture may be approximately the
same shape and/or size as the stomal aperture, or the
second aperture may be larger than, or smaller than, the
stoma aperture, and/or of a different shape.

[0019] While features believed to be of special signif-
icance have been identified above and the appended
claims, the Applicants claim protections for any novel fea-
ture or idea described herein and/or illustrated in the
drawings, whether or notemphasis has been placed ther-
eon.

BRIEF DESCRIPTION OF THE DRAWINGS
[0020]

Fig. 1 is a schematic side-sectional view through an
ostomy pouch, in the form of a one-piece appliance
worn on a body, and shown with the access aperture
open.

Fig. 2 is a schematic front view of the pouch of Fig.
1, and additionally showing the closure folded fully
open.

Fig. 3 is a schematic side-sectional view similar to
Fig. 1, but showing the access aperture closed.
Fig. 4 is a schematic front view of the pouch of Fig. 3.
Fig. 5 is a schematic side-sectional view through a
second ostomy pouch, with the access aperture
open.

Fig. 6 is a schematic front view of the ostomy pouch
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of Fig. 5 with the closure being removed.
Fig. 7 is a schematic side-sectional view through a
closure panel having an integrated filter.
Fig. 8 is a schematic side-sectional view of a fourth
ostomy pouch in the form of a two-piece appliance.

DETAILED DESCRIPTION OF THE PREFERRED EM-
BODIMENTS

[0021] Figs. 1-4 illustrates a one-piece ostomy appli-
ance 10 comprising an ostomy pouch 12 and a body fit-
ment 14 permanently attached to the ostomy pouch 12.
The ostomy pouch 12 may be any of a colostomy pouch,
a urostomy pouch and an ileostomy pouch.

[0022] The ostomy pouch 12 generally comprises a
rear wall 16 and a front wall 18. The front and rear walls
16, 18 are made of flexible plastics film that is generally
impermeable to liquid and gas. A suitable film includes,
for example, a laminate of one or more layers of ethylene
vinyl acetate (EVA), and one more layers of a gas barrier
material, such as poly(vinylidene chloride) (PVDC). The
walls 16, 18 are welded together around a mutual pe-
riphery 20. The ostomy pouch 12 optionally further com-
prises a deodorizing filter and vent (not shown) for deo-
dorizing and venting flatus.

[0023] The rear wall 16 comprises a stomal aperture
22 around which the body fitment 14 is attached to the
rearwall 16. The body fitment 14 is attached, for example,
by a suitable strong adhesive or weld in a region 23 sur-
rounding the stomal aperture 22. The permanent attach-
ment extends around the entire periphery of the stomal
aperture 22, to provide continuous seal properties, and
thus optimize the integrity of the seal between the ostomy
pouch 12 and the body fitment 14. The body fitment 14
includes a wafer of a skin compatible adhesive 24. The
adhesive 24 generally has a body-facing side 26 for fac-
ing towards and contacting the skin, and a non-body-
facing side 28 that faces away from the skin, and instead
faces towards the interior of the ostomy pouch 12. The
adhesive 24 is of a moldable type, in which at least a
portion of the adhesive 24 (such at least an inner periph-
eralregion 24a) is moldable or shapeable by manual ma-
nipulation, to enable the size and/or the shape of the
central starter aperture 30 to be customized to match the
size and/or shape of the ostomate’s stoma 32 (Fig. 3). A
close or snug fit around the stoma 32 is highly desirable,
in order to protect the ostomate’s peristomal skin 34 from
irritation and excoriation by contact with stool exuding
from the stoma 32. The adhesive 24 may, for example,
be of the type described in the aforementioned U.S. Pat-
ent No. 6,840,924, Such an adhesive 24 is configured in
a moldable wafer form to enable the adhesive to be
shaped while retaining a sheet-like form. The adhesive
24 comprises a laminate structure including (i) plural lay-
ers of adhesive, and/or (ii) at least one layer of adhesive
reinforced by at least one layer of plastics film. The ap-
erture in the adhesive 24 can be expanded to a custom-
ized shape and/or size by bending and rolling the adhe-
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sive 24 back on itself around the aperture, as illustrated
in Fig. 3. Alternatively, the adhesive 24 may be of a flow-
able or extrudable mass type (not shown). In either case,
in the present embodiment, the inner peripheral region
24a of the adhesive 24 is integral with a constrained re-
gion 24b of the same adhesive 24, that has a more con-
strained shape. The two regions 24a, 24b optionally have
the same thickness. The constrained region 24b may be
defined by backing or reinforcing member 25. The mem-
ber 25 may be flexible, or it may be stiffer than the ad-
hesive 24. The member 25 may be generally planar (e.g.,
aplanarring, as illustrated), or it may be non-planar, e.g.,
flared or frusto-conical.

[0024] The ostomy pouch 12 comprises a closable
opening (depicted generally at 36) for enabling a person
(for example, the ostomate, or a nurse or other caregiver)
to access the adhesive 24 from the non-body-facing side
28, through the interior of the ostomy pouch 12. The clos-
able opening 36 is distinct from the stomal aperture 22.
Access from the non-body-facing side 28 is highly ad-
vantageous, because it allows the person to manipulate
the adhesive 24 (or at least the inner peripheral region
24a) (i) prior to fitting of the ostomy appliance 10 to the
body, e.g., during preparation of the ostomy pouch 12;
and/or (ii) during the fitting of the ostomy appliance 10 to
the body to verify a good fit, and allow minor adjustments
of the adhesive 24 as necessary, and/or (ii) after the os-
tomy appliance 10 has been fitted to the body. This is a
highly significant advantage compared to a conventional
one-piece ostomy appliance, in which access from the
non-body-facing side 28 is impossible because, in a con-
ventional one-piece ostomy appliance, the non-body-fac-
ing side 28 is permanently covered by the pouch wall
material.

[0025] The closable opening 36 is provided in the form
of an access aperture 38 in the front wall 18 of the ostomy
pouch 12. The access aperture 38 is, for example, gen-
erally the same shape as the stomal aperture 22, such
as round. However, the access aperture 38 may have a
different shape, if desired. The access aperture 38 is, for
example, of approximately the same size as the stomal
aperture 22 (as indicated by the broken lines 40). How-
ever, the access aperture 38 may be smaller or larger,
as desired. The access aperture 38 at least partly over-
laps the stomal aperture 22, for ease of access to the
stomal region and the adhesive 24.

[0026] The ostomy appliance 10 further comprises an
access closure 42 for openably closing the access aper-
ture 38. In the present embodiment, the access closure
42 generally comprises a sheet or panel 44 that is at-
tachable over the access aperture 38 to seal the access
aperture 38 closed. The panel 44 is attachable by means
of a resealable adhesive that allows the adhesive bond
to be peeled apart, and remade, a plurality of times. In
order to protect the front wall 18 from risk of damage
caused by peeling the panel 44 open, the ostomy pouch
12 optionally comprises a flange or faceplate 46 on the
front wall 18 for contacting the panel 44. The resealable
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adhesive may be carried on the faceplate 46 and/or on
the panel 44. In the illustrated embodiment, the adhesive
is carried on the panel 44, and the faceplate 46 is made
of a non-adhesive, generally tough but flexible plastics
film. The faceplate 46 is larger than the panel 44, to avoid
any adhesion complications should the panel 44 be
slightly out of position or alignment. The panel 44 com-
prises a layer of foam material 48 carrying the adhesive,
and a layer 49 of gas impermeable plastics. The imper-
meable layer 49 is dimensioned to be larger than the
access aperture 38, but smaller than the overall size of
the foam material 48, to leave a peripheral circumferential
(e.g., annular) region 48a of the foam material 48 ex-
posed. The region 48ais the adhesive region of the panel
44 for contacting the faceplate 46.

[0027] Thepanel44isattached captively to the ostomy
pouch 12, for example, by a living hinge 50 between the
panel 44 and the ostomy pouch 12. The living hinge 50
is formed by an extension of the flexible foam material
48 attached to the front wall 18 or to the faceplate 46.
Alternatively, such a living hinge 50 could be formed by
an extension of the faceplate 46 or a flap (not shown)
attached to the frontwall 18. The living hinge 50 is formed
at the bottom edge of the panel 44 when the pouch is
viewed in a normally upright orientation, so that the panel
44 will fold downwardly in use, and thereby avoiding the
panel 44 closing accidentally under gravity if the panel
44 were to fold open in a different direction. The panel
44 further comprises atab 52 generally opposite the living
hinge 50, by which the panel 44 can be grasped for peel-
ing the panel 44 open by a downward movement.
[0028] The ostomy appliance 10 may be supplied to
the user in a sealed package, depicted schematically at
51. The package 51 may be sterilized and/or hermetically
sealed. In the form supplied to the user, the body-fitment
14 is permanently sealed to the ostomy pouch 12 all
around the periphery of the stoma aperture 22 in the os-
tomy pouch 12. Equivalent packaging 51 may be used
with other embodiments, even if not illustrated explicitly
in the drawings to avoid clutter. One orremovablerelease
sheets (not shown) may be provided initially protecting
the adhesive surface on the body-facing side 26 of the
body fitment 14, and/or the adhesive surface on the non-
body-facing side 28 that faces the pouch interior.
[0029] Referring to Figs. 1 and 2, in order to prepare
the ostomy appliance 10 prior to fitting to an ostomate,
the panel 44 is peeled down to open the access aperture
38, and expose the non-body-facing side 28 of the ad-
hesive 24 through the interior of the ostomy pouch 12. A
person may insert his or her fingers (as indicated at 53)
through the access aperture 38, to manipulate the adhe-
sive 24 by folding or rolling the inner peripheral region
24a towards the pouch interior. The ability to access the
adhesive 24 from the non-body-facing side 28 enables
the person to accurately mold the adhesive 24 to pre-
ciselyfitthe unique size and shape of the stoma 32, there-
by obtaining an excellent seal around the stoma 32. Even
once the ostomy appliance 10 is in its worn position, the
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person can still access the adhesive 24 to make minor
adjustments to the molded shape, and achieve an opti-
mum fit.

[0030] The ostomy pouch 12 is then fitted to the per-
istomal skin, such that the stoma 32 enters the stomal
aperture 22 molded in the adhesive 24. The fit of the
adhesive 24 can be inspected through the access aper-
ture 38.

[0031] Thereafter, (Figs. 3 and 4) the panel 44 is re-
sealed in order to close the access aperture 38. The ad-
hesive bond of the access panel 44 is sufficiently strong
to ensure that the panel 44 remains firmly closed in use
ofthe ostomy pouch 12. Theimpermeable layer 49 blocks
leakage of flatus through the panel 44, thereby ensuring
that the closable opening 36 does not compromise the
integrity of the ostomy pouch 12 in use.

[0032] The panel 44 also permits the ostomate, or an-
other person such a nurse or other caregiver, to access
the stoma 32 or the adhesive 24 even while the ostomy
appliance 10 is being worn. The panel 44 can be peeled
open at any time desired, for example, to effect minor
adjustments to the molded shape of the adhesive 24, or
forinspection or cleaning of the stoma 32, or to administer
medicaments directly on to the stoma tissue. Once the
process has been completed, the panel 44 is reclosed
to continue normal use of the ostomy pouch 12. Release
material may be provided on the inside of the ostomy
pouch 12 and/or on the inside of the panel 44 to help
prevent the panel 44 from sticking to the inside surface
of the moldable adhesive 24.

[0033] Figs. 5 and 6 illustrate a second ostomy appli-
ance 10 and ostomy pouch 12. The second ostomy ap-
pliance is similar to the first one except in the detail of
the access aperture 38 and access closure 42. The ad-
hesive is carried by the faceplate 46. The faceplate 46
is constructed of the adhesive foam material 48 as used
in the closure panel 44 of the first ostomy pouch.
[0034] The foam material 48 defines a generally annu-
lar adhesive region 48a, and an optional, non-adhesive
grip tab 54. The access closure 42 comprises a panel 44
of a generally tough yet flexible plastics film optionally
provided with a grip tab 56, for peeling the panel 44 from
the faceplate 46.

[0035] The panel 44 is illustrated to be distinct from the
pouch 12, although, if desired, the panel 44 could be
attached to the ostomy pouch 12 captively, as in the first
ostomy pouch.

[0036] Fig. 7 illustrates a third ostomy porch, which is
a modification of the access closure 42 usable in the first
or second ostomy pouches. In the third one, a flatus vent
assembly (identified generally by the numeral 60) is in-
tegrated into the access closure 42. Various configura-
tions of flatus vent assembly 60 are possible.

[0037] The flatus vent assembly 60 generally compris-
es one or more vent apertures 62 in the access closure
42, a deodorizing filter 64 communicating with the vent
aperture 62 for deodorizing flatus exiting through the vent
aperture 62, and a protection stage 66 for protecting the
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deodorizing filter 64 from contact by solid and liquid stool.
The protection stage 66 may be integrated into the deo-
dorizing filter 64 and/or may itself comprise one or more
gas-permeable barrier components (not shown). Al-
though the flatus vent assembly 60 is illustrated generally
to be onthe side of the access closure 42 that faces away
from pouch interior, one or more (or all) components of
the flatus vent assembly may be placed on the inner face
of the access closure 42.

[0038] Integrating the flatus vent assembly 60 into the
access closure 42 may be advantageous because:

(i) from a manufacturing view, the flatus vent assem-
bly 60 can be made separately from the ostomy
pouch 12, as a smaller flatus vent assembly 60, lead-
ing to easier production and/or production at a man-
ufacturing different location or using different plant;
and

(ii) from a user’s view, particularly with the second
embodiment, the arrangement allows replacement
of a used or soiled flatus vent assembly 60 simply
by using a new access closure 42. Thus, should the
deodorizing filter 64 become soiled, or blocked, or
otherwise stop functioning prematurely, the user
may be able to discard the access closure 42 with
the malfunctioning deodorizing filter 64, and replace
it by a fresh access closure 42 with a fresh deodor-
izing filter 64. The user may therefore continue wear-
ing the ostomy appliance 10 for its full wear-life.

[0039] Fig. 8 illustrates a fourth ostomy pouch. The
main difference is that the ostomy appliance 10 is a two-
piece appliance. The adhesive body fitment 14 is releas-
ably fastenable to the ostomy pouch 12 by means of an
ostomy coupling 80. The ostomy coupling 80 may be a
mechanical type (e.g., using inter-engaging locking
rings) or an adhesive type (e.g., using a peelable and
resealable adhesive). The ostomy coupling 80 permits
the ostomy pouch 12 to be completely detached from the
body fitment 14, so that a replacement pouch may be
fitted when desired. The access aperture 38 and access
closure 42 of the fourth ostomy pouch may be similar to
those of any preceding pouch, but are especially advan-
tageous when using the third one.

[0040] It will be appreciated that the foregoing descrip-
tion is illustrative of preferred forms of the invention, and
that many modifications, improvements are possible that
are within the scope of the claimed coverage of the in-
vention.

Claims

1. A method of preparing an ostomy appliance (10) pri-
or to adhering the ostomy appliance (10) to a patient,
the steps comprising:

providing an ostomy pouch (12) having (i) an
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interior space; (ii) a stomal aperture (22) com-
municating with the interior space; (iii) a closable
opening (36) distinct from the stomal aperture
(22), and communicating with the interior space;
and an adhesive body fitment (14) attached to
the ostomy pouch (12), the body fitment (14)
having (i) an adhesive body-facing surface (26)
and (ii) a non-body-facing surface (28); and the
adhesive body fitment (14) including adhesive
(24) atleast aregion of which is moldable; char-
acterised in that said method further comprises
the steps of:

accessing the moldable region (24a) of the ad-
hesive (24), on the non-body-facing side,
through the closable opening (36) of the ostomy
pouch (12) distinct from the stomal aperture (22)
of the ostomy pouch (12); and

molding a stoma receiving aperture in the mold-
able region (24a) of the adhesive (24) by ma-
nipulating the moldable region (24a) through the
closable opening (36) and the pouch interior.

The method of preparing an ostomy appliance (10)
according to claim 1, wherein the adhesive (24) in-
cludes a starter hole (30) in the moldable region
(24a), the moldable region (24a) permitting the start-
er hole to be molded into a stoma aperture (22).

The method of preparing an ostomy appliance (10)
according to claim 1, wherein said moldable region
(24a)is integralwith a constrained region (24b) being
defined by a backing (25) that is stiffer than the ad-
hesive (24).

The method of preparing an ostomy appliance (10)
according to claim 1, wherein the moldable region
(24a) of the adhesive (24) of the body fitment (14) is
moldable as one selected from: an adhesive deform-
able sheet; a homogenous mass.

The method of preparing an ostomy appliance (10)
according to claim 1, further comprising a closure
(42) for releasably closing said closable opening
(36).

The method of preparing an ostomy appliance (10)
according to claim 5, further comprising at least one
of: a flatus vent (60) formed in said closure (42); a
deodorising filter (64) carried by said closure (42).

The method of preparing an ostomy appliance (10)
according to claim 5, wherein said closure (42) com-
prises a portion of the front wall of the pouch (12).

The method of preparing an ostomy appliance (10)
according to claim 1, wherein said closable opening
(36) is of substantially the same shape as the stomal
aperture (22).
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9. The method of preparing an ostomy appliance (10)
according to claim 1, wherein said closable opening
(36) is of substantially the same size as said stomal
aperture (22), or bigger.

10. The method of preparing an ostomy appliance (10)
according to claim 5, wherein said closure (42) com-
prises a panel (44) attachable over said closable
opening (36).

11. The method of preparing an ostomy appliance (10)
according to claim 10, wherein said panel (44) is at-
tachable by a peelable adhesive.

12. The method of preparing an ostomy appliance (10)
according to claim 11, wherein said adhesive is car-
ried on atleast one of said panel (44) and afaceplate
(46) on said pouch.

Patentanspriiche

1. Verfahren zur Herstellung einer Stoma-Voruchtung
(10) vorder Anwendung der Stoma-Vorrichtung (10)
am Korper eines Patienten, das folgende Schritte
umfasst:

Bereitstellung eines Stomabeutels (12), der (i)
einen Innenraum; (ii) eine stomale Offnung (22),
die mit dem Innenraum verbunden ist; (iii) eine
verschlieRbare Offnung (36), die sich von der
stomalen Offnung (22) unterscheidet und mit
dem Innenraum verbunden ist; und einen haf-
tenden Korperaufsatz (14), der an dem Stoma-
beutel (12) befestigt ist, wobei der Kdrperauf-
satz (14) Uber (i) eine haftende, zum Korper zei-
gende Flache (26) und (ii) eine nicht zum Korper
zeigende Flache (28) verfugt; und wobeider haf-
tende Korperaufsatz (14) einen Kleber (24) um-
fasst, bei dem wenigstens ein Bereich formbar
ist; dadurch gekennzeichnet, dass das Ver-
fahren weiter folgende Schritte umfasst:

Zugreifen auf den formbaren Bereich (24a)
des Klebers (24) auf der zum Korper zei-
genden Seite durch die verschlieRbare Off-
nung (36) des Stomabeutels (12), die sich
von der stomalen Offnung (22) des Stoma-
beutels (12) unterscheidet; und

Formen einer das Stoma aufnehmenden
Offnung in dem formbaren Bereich (24a)
des Klebers (24) durch Manipulieren des
formbaren Bereichs (24a) durch die ver-
schlieRbare Offnung (36) im Inneren des
Beutels.

2. Verfahren zur Herstellung einer Stoma-Vorrichtung
(10) nach Anspruch 1, wobei der Kleber (24) eine
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10.

1.

12.

Anfangsoffnung (30) in dem formbaren Bereich
(24a) umfasst, wobei der formbare Bereich (24a) es
ermoglicht, die Anfangsoffnung zu einer Stomadff-
nung (22) zu formen.

Verfahren zur Herstellung einer Stoma-Voruchtung
(10) nach Anspruch 1, wobei der formbare Bereich
(24a) fest in einem begrenzten Bereich (24b) einge-
baut ist, welcher durch ein Tragermaterial (25) ge-
bildet wird, das steifer ist als der Kleber (24).

Verfahren zur Herstellung einer Stoma-Vorrichtung
(10) nach Anspruch 1, wobei der formbare Bereich
(24a) des Klebers (24) an dem Korperaufsatz (14)
als eine aus folgenden Moglichkeiten formbar ist: ei-
ne haftende, verformbare Folie; eine homogene
Masse.

Verfahren zur Herstellung einer Stoma-Vorrichtung
(10) nach Anspruch 1, das weiter einen Verschluss
(42) umfasst, um die verschlieBbare Offnung (36)
I6dsbar zu verschlieRen.

Verfahren zur Herstellung einer Stoma-Vorrichtung
(10) nach Anspruch 5, das weiter mindestens eines
der folgenden Elemente umfasst: eine Entliftung fur
Darmgase (60), die in dem Verschluss (42) gebildet
wird; einen geruchsbindenden Filter (64), der von
dem Verschluss (42) gehalten wird.

Verfahren zur Herstellung einer Stoma-Vorrichtung
(10) nach Anspruch 5, wobei der Verschluss (42)
einen Teil der vorderen Wand des Beutels (12) um-
fasst.

Verfahren zur Herstellung einer Stoma-Vorrichtung
(10) nach Anspruch 1, wobei die verschlieRbare Off-
nung (36) im Wesentlichen die gleiche Form hat wie
die stomale Offnung (22).

Verfahren zur Herstellung einer Stoma-Vorrichtung
(10) nach Anspruch 1, wobei die verschlieRbare Off-
nung (36) im Wesentlichen gleich groR ist wie die
stomale Offnung (22), oder groer.

Verfahren zur Herstellung einer Stoma-Vorrichtung
(10) nach Anspruch 5, wobei der Verschluss (42)
eine Platte (44) umfasst, die Uber der verschlieRba-
ren Offnung (36) befestigt werden kann.

Verfahren zur Herstellung einer Stoma-Vorrichtung
(10) nach Anspruch 10, wobei die Platte (44) mit ei-
nem abziehbaren Kleber befestigt werden kann.

Verfahren zur Herstellung einer Stoma-Vorrichtung
(10) nach Anspruch 11, wobei der Kleber auf we-
nigstens einem aus der Platte (44) und einer Abde-
ckung (46) an dem Beutel befestigt ist.



13 EP 2 150 215 B1 14

Revendications

Une méthode de préparation d’un appareil pour sto-
mie (10) préalablementa lafixation de 'appareil pour
stomie (10) sur un patient, les étapes comportant les
suivantes :

fourniture d’un sac pour stomie (12) présentant
(i) un espace intérieur ; (ii) une ouverture sto-
male (22) en communication avec l'espace
intérieur ; (iii) une ouverture refermable (36) dis-
tincte de 'ouverture stomale (22), et en commu-
nication avec I'espace intérieur ; et un dispositif
adhésif de fixation au corps (14) fixé sur le sac
pour stomie (12), le dispositif de fixation au corps
(14) possédant (i) une surface adhésive (26) fa-
ce au corps et (i) une surface ne faisant pas
face au corps (28), le dispositif adhésif de fixa-
tion au corps (14) comprenant un adhésif (24)
dont au moins une zone est moulable ; carac-
térisée en ce que ladite méthode comprend en
outre les étapes suivantes :

acceés a la zone moulable (24a) de 'adhésif
(24), sur le coté non face au corps, atravers
'ouverture refermable (36) du sac pour sto-
mie (12), qui différe de I'ouverture stomale
(22) du sac pour stomie (12) ; et

moulage d’'une ouverture de réception de
matiéres fécales dans la zone moulable
(24a) de I'adhésif (24) par la manipulation
de la zone moulable (24a) a travers 'ouver-
ture refermable (36) et l'intérieur du sac.

Laméthode de préparationd’un appareil pour stomie
(10) selon la revendication 1, 'adhésif (24) compre-
nant un orifice d’amorgage (30) dans la zone mou-
lable (24a), la zone moulable (24a) permettant le
moulage de I'orifice d’amorgage (30) en une ouver-
ture stomale (22).

Laméthode de préparation d’un appareil pour stomie
(10) selon la revendication 1, ladite zone moulable
(24a) étant incorporée dans une zone restreinte
(24b), définie par un support (25) plus rigide que I'ad-
hésif (24).

Laméthode de préparation d’un appareil pour stomie
(10) selon la revendication 1, ladite zone moulable
(24a) de l'adhésif (24) du dispositif de fixation au
corps (14) étant moulable sous une des formes
suivantes : une feuille déformable adhésive ; une
masse homogeéne.

Laméthode de préparation d’un appareil pour stomie
(10) selon la revendication 1, comprenant en outre
une fermeture (42) pour fermer de fagon détachable
ladite ouverture refermable (36).
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6.

10.

1.

12.

Laméthode de préparationd’un appareil pour stomie
(10) selon la revendication 5, comprenant en outre
au moins undes suivants : un orifice pourflatulences
(60) pratiqué dans ladite fermeture (42) ; un filtre dé-
sodorisant (64) porté par ladite fermeture (42).

Laméthode de préparationd’un appareil pour stomie
(10) selon la revendication 5, ladite fermeture (42)
comprenant une partie de la paroi antérieure du sac
(12).

Laméthode de préparationd’un appareil pour stomie
(10) selon la revendication 1, la forme de ladite
ouverture refermable (36) étant substantiellement la
méme que celle de I'ouverture stomale (22).

Laméthode de préparationd’un appareil pour stomie
(10) selon la revendication 1, les dimensions de la-
dite ouverture refermable (36) étant substantielle-
ment égales a celles de ladite ouverture stomale
(22), voire supérieures.

Laméthode de préparationd’un appareil pour stomie
(10) selon la revendication 5, ladite fermeture (42)
comprenant un panneau (44) pouvant étre fixé sur
ladite ouverture refermable (36).

Laméthode de préparationd’un appareil pour stomie
(10) selon la revendication 10, ledit panneau (44)
pouvant étre fixé avec une bande adhésive pelable.

Laméthode de préparationd’un appareil pour stomie
(10) selon la revendication 11, ledit adhésif étant
supporté sur au moins ledit panneau (44) et une pla-
que frontale (46) sur ledit sac.
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