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Ostomy device

TECHNICAL FIELD
The present invention relates to a body attachment wafer for an ostomy device,
and an ostomy device comprising the body attachment wafer.

BACKGROUND OF THE INVENTION

It is essential that an ostomy device stay attached to the body of the wearer in a
secure way. Furthermore, such a device must be attached to the body of the
wearer so that liquid or odour will not leak out to the environment surrounding the
ostomy device. The skin around a stoma opening in the body is usually very sensi-
tive so liquid from the stoma opening leaking onto the skin of the wearer has a det-
rimental effect on the skin. It is therefore important to ensure that the ostomy de-

vice is accurately attached to the body of the wearer.

An ostomy device typically comprises an ostomy pouch and a body attachment
wafer including an adhesive layer, which is covered by a release sheet. Upon at-
taching the ostomy device to the body, the release sheet must be removed and
the body attachment wafer is pressed against the skin of the wearer. It is desired
to attach the body attachment wafer in an accurate position at the first try, since
detaching the adhesive layer from the skin may damage the adhesive force of the
adhesive layer, which may result in unnecessary disposal of the ostomy device.

There is thus a need for an improved body attachment wafer that allows accurate
positioning of the wafer to the stoma of the wearer.

SUMMARY OF THE INVENTION

According to the present invention a body attachment wafer for an ostomy device
is provided, which allows accurate positioning of the wafer to the stoma of the
wearer. The body attachment wafer has a stoma opening, and an adhesive layer,
said adhesive layer being covered by a release layer, having an opening which
corresponds to the stoma opening. The release layer is divided along at least one
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dividing line from the stoma opening to the periphery of the body attachment wa-
fer, and the release sheet includes a first grip tab extending from the release sheet
in the area of the at least one dividing line, said first grip tab being arranged to
overlap the release sheet on the other side of the dividing line.

The release layer preferably comprises at least a first and a second release sheet
member, which meet along the dividing line across the body attachment wafer,
which leads from the stoma opening to the periphery of the body attachment wa-
fer, on each side of the stoma opening, so that each release sheet member only
partially encircles the stoma opening of the body attachment wafer, and that at
least the first release sheet member includes a first grip tab extending from the re-
lease sheet member in the area of the dividing line, said first grip tab being ar-
ranged to overlap the second release sheet member along the dividing line, which
advantageously intersects the centre of the stoma opening. The first grip tab pre-
ferably has a length, in the direction perpendicular to the dividing line, which is at

least 0,5 cm.

The second release sheet member may advantageously include a second grip tab,
which is folded back, whereby the first grip tab of the first release sheet member
extends over the area between the first and second release sheet members, so
that it at least partially overlaps the second grip tab, said first and second grip tabs
preferably having different lengths.

Preferably, at least the first release sheet member includes two grip portions pro-
vided on each side of the stoma opening, the distance between the grip portions
advantageously being larger than the width of the stoma opening. This can be
achieved by providing the grip portions such that they each have an inner side
edge, which is at an acute angle in relation to the dividing line. When the body at-
tachment wafer comprises a plastic film, the material of the release sheet is pre-
ferably stiffer than the plastic film.
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The invention also relates to an ostomy device comprising an ostomy pouch and a

body attachment wafer as described above.

BRIEF DESCRIPTION OF THE DRAWINGS

Figure 1 is schematic top view of a body attachment wafer according to an em-
bodiment of the invention

Figure 2 is a cross-sectional view of the body attachment wafer shown in Fig. 1.
Figure 3 is schematic top view of a body attachment wafer according to another
embodiment of the invention.

Figure 4 is schematic top view of a body attachment wafer according to yet an-

other embodiment of the invention.

DETAILED DESCRIPTION

The present invention relates to a body attachment wafer for an ostomy device. An
ostomy device comprises an ostomy pouch and a body attachment wafer, which is
applied to the ostomy pouch. The body attachment wafer and the ostomy pouch
may be provided as separate components to be assembled at a later stage, or
may be provided attached to each other as a ready-to-use article. The body at-
tachment wafer has an opening for the stoma and is attached to the ostomy pouch
so that the stoma opening is within the area of the entrance opening of the ostomy
pouch. The stoma opening of the body attachment wafer is typically smaller than
the entrance opening of the ostomy pouch, so as to allow the user to cut a custo-
mized stoma opening. The body attachment wafer is to be applied to the skin
around the stoma, so as to securely hold the ostomy device in place and prevent
leakage, and therefore includes an adhesive layer, which is covered by a release
layer, which serves to protect the adhesive layer from dirt and contaminants. Be-
fore the body attachment wafer can be attached to the skin the release layer must
be removed. According to the present invention an opening corresponding to the
stoma opening is provided in the release layer so that the body attachment wafer

can be positioned on the stoma without removing the release layer. The release
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layer is divided along at least one dividing line, which leads at least from the stoma
opening to the periphery of the body attachment wafer. The release sheet includes
a first grip tab extending from the release sheet in the area of the dividing line so
as to overlap the release sheet on the other side of the dividing line. The release
layer preferably comprises at least a first and a second release sheet member,
which are separate from each other, and which meet along a line across the body
attachment wafer intersecting the stoma opening, i.e. the dividing line. Thereby,
each release sheet member only partially encircles the stoma opening of the body
attachment wafer. The dividing line between the release sheet members can be in
any form as long as it leads from the stoma opening to the outer periphery of the
release layer. It may be a straight line, or may be curved or serrated. Different di-
viding lines could be provided on each side of the stoma opening, such that the
dividing line on one side of the stoma opening can be offset from, or form an angle
with the dividing line on the other side. At least one of the release sheet members
is provided with a grip tab, which extends from the release sheet member where it
meets the other release sheet member, i.e. in the middle of the body attachment
wafer, close to the stoma opening. By means of the grip tab provided close to the
stoma opening, the release sheet member can easily be removed from the center
of the body attachment wafer. The ostomy device can thus be held by hand over
the stoma while the release sheet member is gradually removed in a direction
away from the stoma, and as the adhesive layer gradually exposed it can be
pressed against the skin and be attached bit by bit to the area around the stoma.
By means of this centrally arranged grip tab an accurate positioning of the ostomy
device can thus be ensured. The grip tab of the first release sheet member is ar-
ranged to overlap the second release sheet member along the dividing line.

It is preferred that both the first and the second release sheet member include grip
tabs arranged along the dividing line, thereby facilitating the correct positioning of
the entire adhesive layer of the body attachment wafer to the skin of the user. The
grip tab of the second release sheet member, i.e. the second grip tab, is folded
back, away from the dividing line, while the first grip tab (of the first release sheet
member) extends over the dividing line so that it at least partially overlaps the
second grip tab, thereby ensuring that no dirt enters the adhesive layer, and that
the adhesive does not dry out.
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The grip tabs preferably have a length of at least 0,5 cm, preferably 1-3 cm, to al-
low easy gripping of the grip tab. The grip tabs preferably have different length to
allow easy gripping of the grip tabs and avoid that they cling together. The second
grip tab, which is folded back and thus initially located under the first grip tab, may
be longer than the first grip tab, such that it extends beyond the first grip tab, the-
reby exposing the outer edge of both grip tabs. The grip tabs may be provided as
an integrated part of each release sheet member, or may be of a different material
which is separately attached to the release sheet members.

The release sheet members are preferably shaped and arranged on the body at-
tachment wafer such that they meet along a line, which intersects the centre of the
stoma opening, the dividing line being a centre line. Thereby, each release sheet
members will encircle half the periphery of the stoma opening, thus further facilitat-
ing removal of the release sheet members, since the edge of the release sheet
material does not tend to get caught by the stoma. In some applications, more
than two release sheet members may be contemplated, each of the preferably

having a grip tab close to the stoma opening.

The grip tabs may reach over the entire width of the body attachment wafer. An
opening for the stoma can be provided in the first grip tab, so that the release
sheet material of the first release sheet member and the grip tab together encircle
the entire stoma opening. The second grip tab has a cut out for the stoma open-
ing, such that it does not cover the stoma opening. When applying the body at-
tachment wafer to the stoma, the first grip tab is folded back away from the divid-
ing line, so that the first release sheet member can be removed without getting
caught by the stoma. However, it is particularly preferred that the grip tabs of one
or both release sheet members each include two grip portions, which are provided
on each side of the stoma opening. Thereby, the first grip tab need not be folded

back before placing the body attachment wafer on the stoma, which substantially
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facilitates the fitting of the stoma to the ostomy device. The two grip portions can
by achieved by providing a cut in the grip tab, so as to divide the grip tab into two
grip portions. Preferably, there is a distance between the portions of the grip tab.
When the distance between the outer ends of the grip portions is larger than the
width of the stoma opening it will be easy to position the body attachment wafer
over the stoma and draw the release sheet member off the body attachment wa-
fer. The release sheet members and their grip portions are suitably shaped such
that the release sheet members align half the periphery of the stoma opening, and
the inner edge of the grip portion, i.e. the edge which is directed towards the sto-
ma opening, is at an acute angle (i.e. less than 90°, preferably 30-80°) in relation
to the dividing line. Accordingly, the grip portions will taper in a direction away from
the dividing line, such that the distance between the stoma opening and the inner
edge of the grip portion increases in the direction away from the dividing line. The-
reby, the risk of the grip tab interfering with and irritating the stoma during applica-
tion of the body attachment wafer is minimized, as the grip portion can be pulled
sideways, in a somewhat lateral movement before pulling the release sheet mem-
bers off the body attachment wafer. This solution also allows customizing the sto-
ma opening by cutting, without impairing the grip tabs. In order to facilitate gripping
of the grip tab/grip portions, each grip tab/grip portion should preferably extend at
least 0,5 cm, most preferably 1-3 cm.

The release sheet material should be flexible enough to be easily folded and to
enable easy removal from the body attachment wafer. The body attachment wafer
may comprise a relatively stiff hydrocolloid sheet, or a very thin flexible plastic film
coated with a skin friendly adhesive.

A suitable plastic film material is preferably polyurethane (PU), but other plastic
materials such as polyethylene (PE) and ethylene-vinyl acetate (EVA) can also be
used. The plastic film is preferably coated with a layer of soft and tacky silicone
gel. Such an adhesive is skin friendly and has an excellent sealing effect. Exam-
ples of silicone gel adhesives suitable to be used as coating on the plastic film are
given in WO2006/075950, which is referred to in this respect. Such silicone gel
adhesives should have a softness measured as a penetration value of 20-10 mm
and a weight per unit area of at least 50 g/m?, whereby the weight per unit area
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increases with decreasing softness. The softness is measured by a method based
on ASTM D 937 and described in WO2006/075950, which is referred to in this re-
spect. Acrylate adhesives may also be used.

The plastic film of the body attachment wafer should be thin in order to ensure that
the stiffness of the film will not prevent the silicone gel adhesive from penetrating
into all irregularities in the skin. The plastic film should therefore have a thickness
of 15-60 micrometers. The stiffness of the plastic film, expressed as bending
rigidity, is preferably less than 3mm, measured by the method as described
in WO 2006/075950, preferably less than 1.8 mm.

The skin friendly adhesive is preferably a silicone gel, which has a weight per unit
area greater than 50 g/m? and a penetration value greater than 10 mm.

When a plastic film is used in the body attachment wafer it is advantageous if the
release layer material is stiffer than the plastic film, so that it can also serve to
steady the body attachment wafer. A suitable release sheet material is preferably
polyethylene (PE), polypropylene (PP) or polyurethane (PU), suitably having a
thickness of 50-200 micrometers. A thin plastic film may easily become wrinkled
when the release layer is removed, and is therefore more difficult to handle and to
apply successfully to the skin, and is very difficult to reposition without creating
wrinkles that may cause leakage. The divided release layer having central grip
tabs according to the present invention is thus particularly advantageous when the

body attachment wafer is a plastic film.

The body attachment wafer may be applied to the user such that the first release
sheet member will be located below the stoma, and when removing the release
sheet, the first release sheet member will be pulled downwards. This allows the
user to see how the ostomy device is fitted on the stoma, while gradually attaching
the adhesive body attachment wafer to the skin below the stoma. When the lower
part of the body attachment wafer is accurately applied to the skin, the upper part
of the body attachment wafer is removed in a similar way by pulling the second re-

lease sheet member upwards.
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Figures 1-4 show some illustrative embodiments of the invention. In the drawings
the same reference numbers are use for corresponding elements, although these
may have a somewhat different design in different embodiments of the invention.
Figure 1 shows an ostomy device (1) comprising a body attachment wafer (4) ac-
cording to an embodiment of the invention, and Figure 2 shows a cross-sectional
view along the line A-A of Fig. 1. The body attachment wafer (4) is applied to an

ostomy pouch (2) (shown in dashed line, as it is not part of the body attachment
wafer) having an entrance opening (3). The body attachment wafer (4) includes a
plastic film (5), which has a stoma opening (6), and is coated with a skin friendly
adhesive (7) on the side thereof, which is distal to the ostomy pouch (2). The ad-
hesive layer (7) is covered by a release layer (8), and an opening corresponding to
the stoma opening (6) is provided in the release layer (8). The release layer (8)
comprises a first sheet member (8a) and a second release sheet member (8b),
which meet along a dividing line (9). In this embodiment the dividing line (9) inter-
sects the centre of stoma opening. Each release sheet member encircles the sto-

ma opening (6) only partially.

The first release sheet member (8a) includes a first grip tab (10a) extending from
the release sheet member upwards in Fig. 1 and 2. The first grip tab (10a) is thus
arranged to overlap the second release sheet member (8b) along the dividing line
(9). The second release sheet member (8b) includes a second grip tab (10b),
which is folded back (upwards in Fig. 1), and the first grip tab (10a) of the first re-
lease sheet member (8a) extends over the area between the first and second re-
lease sheet members, so that it overlaps the second grip tab (10b). The second
grip tab (10b) is longer than the first grip tab (10a), such that the second grip tab
extends beyond the first grip tab. Both release sheet members (8a, 8b) include two
grip portions (10a’, 10a”; 10b’, 10b™), which are provided on each side of the sto-
ma opening. In the embodiment shown in Fig. 2, the grip tabs (10a, 10b) have a
width that corresponds to the full width of the release layer, and the grip portions
are provided by means of a cut (11) in the grip tab in the area above the stoma
opening. In the embodiment shown in Fig. 3, the grip portions have inner side
edges (12), which each are at an acute angle in relation to the line (9), such that
the distance (d1) between the grip portions is larger than the width (d2) of the sto-
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ma opening. This allows the grip tab portions (10a’, 10a”) to be pulled sideways, in
a somewhat lateral movement before pulling the release sheet members (8a, 8b)
off the body attachment wafer. The body attachment wafer shown in Fig. 1-4 is cir-
cular, but could have any desired shape.

Figure 4 shows an embodiment of the body attachment wafer (4) having a dividing
line (9) only on one side of the stoma opening (6). The release layer (8) is in one
part and includes a grip tab (10) overlapping the release layer on the other side of

the dividing line. In this embodiment no grip tab is needed on the edge of the re-

lease layer on the other side of the dividing line.
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Claims

1. A body attachment wafer for an ostomy device (1), which body attachment wa-
fer (4) has a stoma opening (6), and an adhesive layer (7), said adhesive layer be-
ing covered by a release layer (8), having an opening which corresponds to the
stoma opening (6), characterised in that the release layer (8) is divided along at
least one dividing line (9) from the stoma opening to the periphery of the body at-
tachment wafer, and the release sheet includes a first grip tab extending from the
release sheet in the area of the at least one dividing line (9), said first grip tab (10)

being arranged to overlap the release sheet on the other side of the dividing line

(9).

2. The body attachment wafer of claim 1, wherein the release layer (8) comprises
at least a first and a second release sheet member (8a, 8b), which meet along a
dividing line (9) across the body attachment wafer, from the stoma opening to the
periphery of the body attachment wafer, on each side of the stoma opening, so
that each release sheet member (8a, 8b) only partially encircles the stoma open-
ing (6) of the body attachment wafer (4), and that at least the first release sheet
member (8a) includes a first grip tab (10a) extending from the release sheet mem-
ber in the area of the dividing line (9), said first grip tab (10a) being arranged to
overlap the second release sheet member (8b) along the dividing line (9).

3. The body attachment wafer of claim 2, wherein the dividing line (9), intersects
the centre of the stoma opening.

4. The body attachment wafer of any one of claims 1-3, wherein the first grip tab
(10a) has a length, in the direction perpendicular to the dividing line (9), which
length is at least 0,5 cm.

5. The body attachment wafer of any one of claims 2-4, wherein the second re-
lease sheet member (8b) includes a second grip tab (10b), which is folded back,
and the first grip tab (10a) of the first release sheet member (8a) extends over the
area between the first and second release sheet members, so that it at least par-
tially overlaps the second grip tab (10Db).
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6. The body attachment wafer of claim 5, wherein the second grip tab (10b) and
the first grip tab (10a), have different lengths.

7. The body attachment wafer of any one of claims 2-6, wherein at least the first
release sheet member (8a) includes two grip portions (10a’, 10a”), which are pro-
vided on each side of the stoma opening.

8. The body attachment wafer of any one of claims 2-7, wherein the distance (d+)

between the grip portions is larger than the width (d.) of the stoma opening (6).

9. The body attachment wafer of claim 8, wherein said each grip portion (10a’,
10a”) has an inner side edge (12), which is at an acute angle in relation to the line

(9) along which the release sheet members meet.

10. The body attachment wafer of any one of claims 1-9, comprising a plastic film
(5), and wherein the material of the release sheet (8) is stiffer than the plastic film

(5).

11. An ostomy device comprising an ostomy pouch (2) having an entrance open-
ing (3), and a body attachment wafer of claims 1-10.
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