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DESCRIPTION

[0001] The present invention relates to an ostomy sealing member for providing a snugly and tight sealing around a stoma and a
protective package for accommodating such ostomy sealing member.

[0002] An ostomy sealing member of such kind is known from WO 2007/134612.

[0003] Ostomy appliances are well known and may be provided as one-piece or two piece appliances. A body-side member or
faceplate is attached to the wearer's abdomen and a bag is attached to the body-side member for receiving exudates from the
ostomy. The bag and faceplate are permanently connected in a one-piece appliance and detachably connectable in a two piece
appliance.

[0004] When using a one-piece appliance, the whole appliance including the faceplate adhesively securing the appliance to the
skin is removed and replaced by a fresh appliance. In two-piece appliances, the faceplate is left in place and only the collection
bag is replaced. The advantage of such a two-piece appliance over a conventional one-piece appliance is that a number of bags
may be used successively with a single faceplate. The user of a two-piece appliance may therefore leave a faceplate adhesively
attached to the skin for an extended period, without the discomfort, inconvenience, and skin irritation that frequent removal and
replacement of an adhesive faceplate may involve, and simply remove a used bag and replace it with a fresh one whenever
needed. Further, a two-piece device allows for seeing the stoma while attaching the pouch over the faceplate.

[0005] It is known to place a barrier ring on the skin on the faceplate or to make a filling paste between the edge of the stoma in
order to form a seal between the stoma and the ostomy appliance to avoid exudates contacting the skin around the stoma. The
barrier ring is made of an adhesive material which is mouldable, bendable and stretchable for use on oval or otherwise irregularly
shaped stomas. The ring is provided in the shape of a disc which is usually first placed on the skin-side of the faceplate and for
fitting around the stoma and mouldable to a customized convexty in the skin surface around the stoma before placing the
faceplate of the ostomy appliance on the skin. The barrier sealing ring is intended to be easy to use even for users with limited
dexterity. This has to a large extend been achieved with the sealing members known in the art but with the present disclosure it is
realised that an ostomy sealing member with improved user-friendliness may be provided.

[0006] Improved user-friendliness is also achieved by a package accommodating an ostomy sealing member for sealing around
a stoma in relation to an ostomy appliance, said ostomy sealing member comprising a mouldable adhesive material, said sealing
member having an annular periphery and an opening therein for receiving a stoma, wherein the ostomy sealing member is
accommodated in a tray portion having a cavity dimensioned for snugly receiving the ostomy sealing member and which is
integrally formed with a lid portion for removably closing the tray and with a hinge portion between said tray and said lid portions,
and wherein a first release film is provided in the cavity between the tray portion and the sealing member and wherein a second
release film is provided on the sealing member on the side thereof facing the lid portion of the package, and wherein a projection
extends from the cavity configured for receipt in the opening.

[0007] This allows for a simple and discrete protective package accommodating an ostomy sealing member, which a user can
easily store and carry in his or her hand luggage. In order to protect the ostomy sealing member in the package and to facilitate
easy removal from the package, a first release film is provided in the cavity between the tray portion and the sealing member.
Furthermore, a second release film is provided on the sealing member on the side thereof facing the lid portion of the package to
protect the adhesive ostomy sealing member from being contaminated by residuals of exudates from the ostomy or the like
weakening its adhesive capabilities.

[0008] Furthermore, the cavity may have an outer substantially circular contour and that said projection is substantially circular
corresponding to the opening of the sealing member so that said projection is provided non-concentric in the cavity. This ensures
a tight and snugly fit of the package around the ostomy sealing member.

[0009] In a preferred embodiment, the package is made of a single polymeric material flexible sheet, which is vacuum-formed to
the required package shape. Hereby, an inexpensive manufacturing of the package may be achieved.

[0010] In one preferred embodiment, the lid portion is provided with a peripheral outer contour for snap locking over a
correspondingly shaped outer contour of the tray portion for releasably closing the package. In an alternative embodiment, the lid
portion is formed with at least one snap locking closure protrusion, which cooperates with at least one corresponding closure
cavity of the tray portion and so that the lid portion releasably closes the package around the sealing member by snap locking the
at least one closure protrusion into the at least one closure cavity of the tray portion.
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[0011] According to a second aspect of the present disclosure, there is provided an ostomy sealing member for sealing around a
stoma in relation to an ostomy appliance, said sealing member comprising a hypo-allergenic, mouldable adhesive material, said
sealing member having an annular periphery and an opening therein for receiving a stoma, wherein the opening is non-
concentric with the periphery.

[0012] By providing such an ostomy sealing member with an off-centred stoma opening, the possibility of an easier and more
flexible use of a sealing member may be achieved. The off-centred sealing ring provides for forming a customized convexty and
adapting the sealing for receiving an adhesive wafer for directly or indirectly securing an ostomy pouch to a person's skin
depending on whether a one piece or a two piece ostomy system is used.

[0013] This ostomy sealing member is also advantageous in relation to a recently developed type of adhesive wafer which
comprises a starter hole surrounded by a plurality of cutting guidelines for enabling the person to cut the hole into a desired
aperture size, wherein the cutting guidelines substantially converge with the starter hole at an upper region of the hole. Such
ostomy appliance is described in WO 2010/106039.

[0014] By the term "converge" should be understood that the annular cutting guidelines come close together to each other or to
the hole at one region which may, but do not necessarily unite in a common point.

[0015] On the adhesive wafer the cutting guidelines substantially converge with the starter hole at a radial corresponding to the
longitudinal direction of the pouch. Hereby, the "dead" volume in the head space in the top of the pouch may be minimized.

[0016] The sealing member of the present disclosure may advantageously be used in connection with such adhesive wafer with
a starter hole off-centered towards the top, since the opening is off-centred from the substantially circular periphery. Accordingly,
the sealing member has a varying radial width of material around the annular periphery. This is also advantageous since the
sealing member according to the present disclosure may be oriented with the most and the least material corresponding to the
unevenness of the surface of the skin around the stoma.

[0017] In a preferred embodiment of the sealing member, the material is mouldable so that the user can easily form the putty-like
adhesive material even for users with limited dexterity in their fingers.

[0018] In one embodiment, in its form of origin the sealing member has substantially uniform thickness. This facilitates
manufacturing of the sealing members. It is however realised that it may be advantageous in a variant to provide the sealing
member with tapered peripheral edges at the outer periphery of the sealing member and/or the inner periphery thereof.

[0019] In order to facilitate the handling during unpacking and application of the sealing member, it is found to provide the
member with a first and a second release liner on each side of the sealing member. Moreover, the sealing member is preferably
accommodated in a sealing member cover preferably as a flexible tray-like structure having a cavity matching the shape of the
sealing member and wherein the sealing member is accommodated with a release liner enclosed between the sealing member
and the cavity surface of the flexible tray The stoma receiving opening of the sealing member may be substantially circular. This
facilitates the manufacture of the sealing member. However, it is realised that other shapes may also be suitable, such as an oval
shape of the outer periphery and/or the inner periphery of the sealing member.

[0020] In the following the invention is described in more detail with reference to the accompanying drawings, in which:
Fig. 1 is a schematic top view of an ostomy sealing member,

fig. 2 is a perspective view thereof,

figures 3 and 4 are side and top views of an ostomy sealing member package,

figures 5 and 6 are side and top views of a multipack of ostomy sealing member packages, figures 7 and 8 are perspective top
and bottom views of a sealing member package according to a first embodiment of the invention,

fig. 9 is an exploded perspective view of a sealing member package according to this first embodiment of the invention,
fig. 10 is a top view of a second embodiment of a sealing member package,

fig. 11 is a front view of the package in fig. 10,
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fig. 12 is a side view of the package in fig. 10,
fig. 13 is a detailed view of the hinge portion,

fig. 14 is a perspective view of the sealing member package in fig. 10 in an open position, fig. 15 is a top view of a third
embodiment of a sealing member package,

fig. 16 is a front view of the package in fig. 15,
fig. 17 is a side view of the package in fig. 15,
fig. 18 is a detailed view of the hinge portion, and

fig. 19 is a perspective view of the sealing member package in fig. 15 in an open position.

[0021] With reference to figures 1 and 2, an ostomy sealing member for providing a snugly and tight sealing around a stoma is
shown. The sealing member 1 is disc-shaped with a substantially circular outer periphery 3 and with a substantially circular stoma
opening 2, which is off-centred relative to the outer periphery 3. The disc-shaped sealing member 1 is preferably provided with a
substantially uniform thickness. The sealing member 1 is made of an adhesive material which is bendable, stretchable and
mouldable whereby the user is able to adapt the sealing member to the actual size and form of the stoma. A presently particularly
suitable material is available under the trade name "Flextend M".

[0022] The sealing member 1 is preferably supplied in individual packages 6, such as shown in the various embodiments in the
figures 3 to 19. Due to the adhesive material of the sealing member, the sealing member 1 is provided with a first, outermost
release film 4 and a second, innermost release film 5 and accommodated in a tray 62 (see e.g. fig. 9) with an annular cavity 6b
wherein the sealing member 1 is accommodated and with a protrusion 6a supporting the stoma opening 2 of the sealing member
1. The annular cavity 6b is dimensioned so that the tray 62 and thereby also the package 6 snugly fits around the sealing
member 1. Afirst embodiment of the package 6 is shown in figures 3 to 9. As shown in the figures, the cavity 6b is formed with a
generally circular outer peripheral contour and an inner annular periphery formed by a protrusion 6a, which appears non-
concentric relative to the outer periphery. After the sealing member 1 is fitted into the cavity 6b of the tray 62, a cover film (not
shown) may be applied. As shown in figures 5 and 6, the packages 6 may be stacked in for instance two stacks and wrapped or
boxed together. As shown in the exploded view in fig. 9, the ostomy sealing member 1 is provided with a top and bottom release
liner 4, 5 on each side of the sealing member 1. The second release liner 5 is provided with a gripping tab extending from the
outer periphery to facilitate gripping and thereby removal from the tray. The first release liner 4 is also provided with a gripping
tab for easy removal so as to expose the adhesive surface of the sealing member once the sealing member has been removed
from the package 6.

[0023] In figures 10 to 14 and figures 15 to 19, respectively, two other embodiments of a package for an ostomy sealing member
are shown.

[0024] With reference to the figures 10-14, the package 6 includes a tray portion 62 and a lid portion 61 which are integrally
formed with a hinge portion 63 there between. The tray portion 62 is provided with the annular cavity 6b and the protrusion 6a for
closely fitting the sealing member 1 in the cavity 6b. In this embodiment, the lid portion 61 is formed so that it narrowly
circumscribes the outer contour of the tray portion 62 and so that the lid portion 61 releasably closes the package around the
sealing member 1 by snap locking around the tray portion 62. Grip portions 61a, 62a are provided on both the lid and the tray
portions 61, 62 which are shaped for easy gripping in order to open the package 6.

[0025] The lid portion 61, tray portion 62, and the hinge portion 63 are integrally formed for instance by blow moulding of a
plastic film or injection moulding the package portions from a plastic material.

[0026] With reference to the figures 15-19, the package 6 like the embodiment above includes a tray portion 62 and a lid portion
61 which are integrally formed with a hinge portion 63 there between. The lid portion 61, tray portion 62, and the hinge portion 63
are integrally formed for instance by vacuum-forming or blow moulding of a plastic film or injection moulding the package portions
from a plastic material. The tray portion 62 is provided with the annular cavity 6b and the protrusion 6a for closely fitting the
sealing member 1 in the cavity 6b.

[0027] However in this embodiment, the lid portion 61 is formed with at least one snap locking closure protrusion 61b which
cooperates with corresponding closure cavity 62b of the tray portion 62 and so that the lid portion 61 releasably closes the
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package around the sealing member 1 by snap locking the closure protrusion 61b into the closure cavity 62b of the tray portion
62. Grip portions 61a, 62a are provided on both the lid and the tray portions 61, 62 which are shaped for easy gripping in order
to open the package 6.
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PATENTKRAV

1. Emballage (6), som rummer et stomiteetningselement (1) til taetning omkring et

stoma i forbindelse med en stomiindretning,

hvilket stomitaetningselement (1) omfatter et stgbbart adheaesivt materiale, hvilket taet-
ningselement (1) har en ringformet periferi (3) og en abning (2) deri til at modtage et

stoma, hvor

stomiteetningselementet (1) er indeholdt i en skaldel (62), som har et hulrum (6b), der
er dimensioneret til taetsluttende at modtage stomiteetningselementet (1), og som er
udformet ud i ét med en lagdel (61) til aftageligt at lukke skalen (62) og med en heeng-
selsdel (63) mellem skal- og lagdelene (62, 61), og hvor

en forste frigivelsesfilm (4) er tilvejebragt i hulrummet (6b) mellem skéldelen (62) og

teetningselementet (1), og hvor

en anden frigivelsesfilm (5) er tilvejebragt pa teetningselementet (1) pa den side deraf,

der vender mod lagdelen (61) af emballagen (6), og hvor

et fremspring (6a) straekker sig fra hulrummet (6b) og er konfigureret til at blive modta-

geti abningen (2).

2. Emballage ifslge krav 1, hvor hulrummet (6b) har et ydre i det veesentlige cirkulaert
omrids, og at fremspringet er i det vaesentlige cirkuleert svarende til bningen (2) i teet-
ningselementet (1), saledes at fremspringet (6a) er tilvejebragt ikke-koncentrisk i hul-

rummet (6b).

3. Emballage ifglge et hvilket som helst af de foregdende krav, hvor emballagen (6) er
fremstillet af et enkelt fleksibelt ark af polymert materiale, som er vakuumformet til den

kreevede emballageform.

4. Emballage ifglge et hvilket som helst af de foregaende krav, hvor lagdelen (61) er
forsynet med et perifert ydre omrids til snaplasning over et tilsvarende formet ydre om-

rids af skaldelen (62) til aftageligt at lukke emballagen (6).
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5. Emballage ifglge et hvilket som helst af de foregaende krav, hvor lagdelen (61) er
udformet med mindst ét snaplasnings-lukkefremspring (61b), som samarbejder med
mindst ét tilsvarende lukkehulrum (62b) af skaldelen (62), og saledes at lagdelen (61)
aftageligt lukker emballagen (6) omkring taetningselementet (1) ved snaplasning af det
mindst ene lukkefremspring (61b) ind i det mindst ene lukkehulrum (62b) af skaldelen
(62).

6. Stomitaetningselement (1), som er konfigureret til taetsluttende modtagelse i en em-
ballage (6) ifalge et hvilket som helst af de foregdende krav, hvilket taetningselement
(1) er tilpasset til tactning omkring et stoma i forbindelse med en stomiindretning, hvor
teetningselementet (1) omfatter et stgbbart adhaesivt materiale, hvilket taetningselement
(1) har en ringformet periferi (3) og en abning (2) deri til at modtage et stoma, hvor ab-

ningen (2) er ikke-koncentrisk med periferien (3).

7. Stomitaetningselement ifglge krav 2 og 6, hvor dbningen (2) er excentrisk i forhold til

den i det vaesentlige cirkulaere periferi (3).

8. Stomitaetningselement ifglge et hvilket som helst af de foregdende krav, hvor teet-

ningselementet (1) har i det veesentlige ensartet tykkelse.

9. Stomitaetningselement ifglge et hvilket som helst af de foregaende krav, hvor teet-

ningselementet (1) er indeholdt i et teetningselementomslag.

10. Stomitaetningselement ifalge et hvilket som helst af de foregaende krav, hvor den

stomamodtagende abning (2) er i det vaesentlige cirkuleer.
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DRAWINGS
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FIG. 2
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FIG. 11
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FIG. 12
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