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DRESSING

The present application claims priority to U.S. Provisional Application 60/833,553 filed

July 26, 2006 and Great Britain Application GB071 2735.0 filed July 2, 2007, both of

which are hereby incorporated by reference in their entireties.

The present invention relates to wound dressings and more particularly, though not

exclusively, to wound dressings used in topical negative pressure therapy (TNP) and to

devices for sealing such dressings to conduits, tubes and the like passing in and/or out

of a dressing covering the wound site.

Our co-pending International patent applications, WO 2004/037334, WO 2005/046760

and W O 2005/105180, describe inter alia and variously apparatus and methods for the

treatment of wounds by aspiration, irrigation and cleansing, and are hereby incorporated

by reference in their entireties. The apparatus and methods all involve in their most

general aspects the covering of the wound site with a dressing which is sealed to the

skin surrounding the wound by a flexible membrane type material through which or

sealed thereto are conduits or tubes carrying fluids to the wound site and/or carrying

wound exudates/fluids away from the wound site. The fluids may be liquids such as

wound exudates and /or irrigation or cleansing fluids such as saline, for example, but

may also be gases such as air, for example, used to aerate the wound site and to assist

the liquid fluids away from the wound site by aspiration means.

The above referenced International patent applications all describe relatively complex

systems for treating wounds by therapy usually involving a plurality of conduits needing

to be sealed in respect of the dressing/wound site in order to prevent ingress of ambient

atmosphere into the wound site and to enable the apparatus to work effectively and

efficiently without significant leakage.

Other less complex forms of apparatus are available which only apply TNP therapy to a

wound and effectively there may be generally only one conduit or tube passing into the

wound site.

Generally, conduits or tubes passing into the wound site are sealed to a flexible wound

covering membrane or film by "pinching" the flexible covering around the conduit or tube

so as to both stick the membrane material to the conduit or tube and also to itself to form



a seal with the tube. Generally, the types of flexible membrane material used for wound

coverings are provided with an adhesive layer such as a pressure sensitive adhesive, for

example, in order for the material to adhere to the skin surrounding a wound. This

method of sealing does not always work well and the seal around the conduit or tube

degrades over time due to patient movements and adhesive-moisture interaction.

US2007/0032778, EP 1088569B show other types of connection devices and methods

and are hereby incorporated by reference in their entireties. However, these mean that

the patient is left with a moulding about in the centre of a wound that may cause pain

and trauma if the patient lies upon it. Furthermore, such devices do not serve well for

complex dressings such as those employing inflatable bladders, for example, or for

small awkwardly sited wounds such as diabetic foot ulcers, for example.

Such methods of forming a seal with a conduit or tube are not always ideal. For

example, sometimes it is desirable to be able to adjust the position of or extent of

conduit or tube insertion into the wound site after the dressing has been adhered to the

conduit or tube. This usually results in rupture or tearing of the flexible membrane which

then needs to be repaired with additional material or the dressing replaced in its entirety.

The present invention has been devised to overcome failings of prior art methods of

sealing conduits or tubes to dressings.

According to a first aspect of the present invention there is provided a grommet for

locating and sealably receiving at least one flexible conduit having an end to be located

within a dressing at a wound site, the grommet comprising at least one aperture

therethrough for sealably receiving a conduit and a first face for contacting a patient's

skin adjacent a wound.

The grommet may have an adhesive coating on the first face. The adhesive coating may

be protected prior to use of the grommet by a protector layer comprising a known paper

material, for example, impregnated or coated with a suitable material of low adhesion

characteristic to the adhesive layer on the grommet such as silicone, for example.

The grommet may also be provided with a flange portion extending around at least a

part of a body portion thereof so as to co-operate with a dressing to be described



hereinbelow. The flange portion may extend completely around a body portion of the

grommet.

The grommet according to the first aspect of the present invention may have a plurality

of apertures therethrough to receive a plurality of conduits.

The first face of the grommet may be coated with an adhesive as discussed hereinbelow

in more detail. However, the first face may be adhered to a patient's skin by means of a

separate piece of drape backing material folded in two, for example, so that it has

adhesive coated faces facing upwardly and downwardly; one face adhering to the first

face of the grommet and the other face adhering to the patient's skin so as to adhere the

grommet thereto.

According to a second aspect of the present invention, there is provided a dressing for

use with a grommet member used to locate and retain conduits and/or tubes used in

therapy of a wound, the dressing comprising a backing layer having an adhesive coating

thereon for adhering the dressing to a patient; the backing layer having a cut-out therein

for receiving a grommet member.

According to a third aspect of the present invention there is provided a combination of a

dressing for use with a grommet member used to locate and retain conduits and/or

tubes used in therapy of a wound, the dressing comprising a backing layer having an

adhesive coating thereon for adhering the dressing to a patient; the backing layer having

a cut-out therein for receiving a grommet member and, a grommet member having at

least one aperture therethrough for receiving a conduit.

In the combination according to the third aspect of the present invention the grommet

member preferably further comprises a flange portion extending around at least a part of

a body portion of the grommet for attaching the grommet member to said adhesive

coated backing layer.

The backing layer may be a thin flexible film material and comprise any suitable material

known to those skilled in the art and may comprise one of the materials described in

EP-A-O 751 757 which is hereby incorporated by reference in its entirety. For example,

the backing layer may comprise polyurethanes such as polyester or polyether

polyurethanes and commercially available materials such as OPSITE (trade mark) or



TEGADERM (trade mark). Desirably the backing material is initially supplied, as is well

known in the art, having a protector layer adhered to the adhesive coated face and,

preferably a support (sometimes referred to as a "carrier") layer on the reverse face to

the adhesive coated face. The protector layer may again be any material known to those

skilled in the art and silicone coated release paper is one example. The support layer

may also be any suitable material known to those skilled in the art and suitable

examples of which may include paper, foil or polymeric films. Preferably, the support

layer is more strongly adhered to the backing layer than the protector layer so that the

when the protector layer is peeled away the support layer remains to prevent any

undesirable wrinkling of the backing layer, facilitate handling thereof and to maintain the

generally 2-dimensional shape of the backing layer. Once the dressing has been

adhered to the patient, the support layer may then be peeled away.

Suitable adhesives may be pressure sensitive adhesives which are well known to those

skilled in the dressings art.

In a first embodiment of the dressing according to the present invention, the cut-out in

the backing layer may be in the form of a bite out of one edge of the backing layer,

effectively rendering the shape of the backing layer as a "horseshoe" form. It is preferred

that the direction of the conduits in the grommet member may be aligned with and pass

over the cut-out in the dressing edge.

In a second embodiment of the dressing according to the present invention, the cut-out

may be an aperture in the backing layer leaving the backing layer as a ring form, for

example, a square ring.

The apertured shape of backing layer is preferred since the grommet member is then

supported entirely around its periphery and the adhesive layer on the backing layer is

available for adhering the dressing to the patient around the entire periphery of the

backing layer and grommet member thus enhancing the seal to the patient's skin of the

dressing.

However, the horseshoe shaped backing layer is acceptable in that the grommet

member is sealed against ambient atmosphere on the wound side. An advantage of this

shape of dressing is that the patient's skin may be allowed to breath or vent sweat to the

periphery from underneath the grommet member via the open edge. The grommet



member is preferably formed from a soft polymeric plastics material. In some

embodiments, the grommet member is also made from a stretchable material. Typically,

the grommet member material may have a shore hardness in the range 55A - 7OA and

easily conforms to a patient's contours, however, this hardness is not limiting and

hardnesses outside this range may be perfectly suitable for use in the grommet member

according to the present invention. Suitable materials for the grommet member include

TPE, polyurethane, ethylvinylacetate, silicone, polyvinylchloride, for example.

Furthermore, the grommet member is generally covered and additionally held down to

the patients skin by an overlying adhesive drape material membrane which covers the

whole of the wound site. Alternatively, as stated above, the grommet member may be

provided with an adhesive coating on the face which contacts the patient's skin, the

adhesive coated face being initially provided with a protector layer as with the backing

layer. Thus the dressing and grommet member are completely sealed to the patient.

When the dressing is being attached to a patient's skin adjacent a wound, it is desirable

that the grommet already has the required conduit or conduits installed to prevent any

unnecessary additional distress or trauma to the patient. Attachment of conduits to the

grommet member may be by the supplier and/or manufacturer of the grommet or may

be threaded into the aperture by a care giver or clinician.

In the case of the dressing backing layer having a bite out of one edge, the protector

and support layers may be easily removed from around the conduit or conduits.

However, in the case of the backing layer having a closed aperture, it is necessary for

the support layer to be cut in some manner in order to clear the conduit(s) when being

removed. In this regard the support layer could be torn or cut with a pair of scissors, for

example, but preferably all three layers are cut through one side during manufacture of

the dressing.

The grommet member is provided with at least one aperture therethrough to receive a

conduit or conduits. Where a plurality of conduits are required as in the treatment of

wounds involving TNP therapy together with irrigation and /or cleansing as described in

our co-pending International patent applications referred to hereinabove, separate

apertures may be provided for each conduit or tube having a single lumen therethrough,

for example. Alternatively, a single conduit having a plurality of lumens therethrough may

be employed and the aperture through the grommet member may be suitably shaped,

for example, as an elongate "flat" hole in cross section.



It is preferred that the at least one aperture through the grommet member is provided

with sealing means to seal the conduit(s) which pass therethrough against leakage of

fluid in use. Such sealing means preferably comprise flexible lip seals, "O" ring-type

seals or sleeve-shaped seals which co-operate with the outer surface of the conduit(s).

The provision of such lip seals render the conduit to grommet aperture interface leak-

free and also reduces the force necessary to adjust the position of the conduit(s) in the

grommet member when adhered to the patient with obvious benefit thereto.

In some embodiments, the grommet member and seal may be formed from relatively

rigid material. Seals when made in a rigid form generally work as well as soft materials

as the conduits employed are generally made from relatively soft and conformable

material.

The dressing backing layer member and the grommet member may initially be supplied

as two separate integers of the dressing of the present invention having the various

protector and support layers as appropriate and the two integers then being assembled

when being applied to the patient. However, it is preferred that the grommet member is

attached to the backing layer at a manufacturing step in a manufacturing process.

Where the grommet member is supplied already adhered to the surrounding backing

layer, the protector layer may be provided as a single piece covering the adhesive

coated faces of both the backing layer and the grommet member, whether or not the

latter is adhesively coated.

It is further preferred that the dressing may be supplied having the backing layer and

grommet member joined and also having the appropriate conduit(s) already installed in

the at least one aperture of the grommet member.

Where the backing layer and grommet member are supplied as two separate integers,

the protector layer on the backing layer maybe provided in a plurality of portions, cut

through and/or provided during a manufacturing process. For example, the protector

layer adjacent the cut out portion may be in the form of a separately removable narrow

border corresponding substantially to the width of the grommet member flange portion,

this border portion being removed first to enable the grommet member to be initially

adhered to the backing layer.



In known manner the protector layer may be formed of a plurality of portions to enable

improved ease of handling and manipulation of the dressing when applying same to the

patient. In this regard the protector layer may be arranged such that most of it is

removed initially, so that the dressing may be conveniently and accurately positioned on

the patient, whilst leaving a smaller, folded back portion of protector to be finally

removed for the remainder of the adhesive coated backing layer to be adhered to the

patient without the possibility of the adhesive layer being contaminated by the fingers of

the clinician, for example, applying the dressing. After adhering the dressing to the

patient, the support layer may be finally peeled away leaving the backing layer, grommet

member with conduits in place. A final flexible drape covering of a known adhesive

coated material such as OPSITE (trade mark), for example, may then be put in place

substantially covering the adhered backing layer, the grommet member, the conduits

situated within the wound site environment and the remainder of the wound area.

In a third embodiment of the dressing of the present invention, the backing layer may

comprise two separate portions with the adhesive coated faces facing each other and

the grommet member sandwiched between the two adhesive coated faces. In this

embodiment a first portion of backing layer is effectively folded in two with protector

layers on the outwardly facing adhesive coated faces. The protector layer from one of

the two faces of the first portion is first removed and the exposed adhesive coated face

is stuck to the patient's skin in a suitable position relative to the wound. The second

piece of protector layer is then removed from the upwardly facing adhesive coated face

and the grommet member then adhered to this second surface of the first portion. A

second portion of backing material may then be placed to overlie the grommet member

to sandwich it between the first and second backing layer portions. It is preferred that the

length of the two backing layer portions is in the range from 1X to 5X the lateral width of

the grommet member so that the excess length of each backing layer portion is

sufficient to form a strong bond with each other either side of the grommet. The second

portion may, if desired, also be folded in two so that the grommet member is sandwiched

between the adhesive coated face of the first and second backing layer portions and the

remaining upwardly facing face of the second portion is also adhesive coated. Thus, with

the grommet member in place on the patient's skin, the second backing layer portion

may be left with a piece of protector material on the upwardly facing adhesive coated

face, which protector material may be finally peeled away immediately prior to the whole



of the dressing and remaining wound area being covered with a flexible drape covering

as in the preceding embodiments.

However, whilst the dressing referred to above has the first and second backing layer

pieces in the length range 1X to 5X, they may, in fact, be much longer where, for

example, the folded piece or pieces are laid across the diameter or width of a large

wound.

However, it is not necessary in the third embodiment for the second portion of backing

layer to be folded in two. The second portion of backing layer may be a single layer

having the adhesive coated face protected with a protector layer and the reverse, non-

adhesive coated face protected with a support layer as in the preceding embodiments.

In this case the grommet member will be sandwiched between the adhesive coated

faces of the first and second backing layers leaving the upwardly facing, non-adhesive

coated face of the second backing layer portion protected by a support layer. The

support layer may then be peeled away immediately prior to the dressing and the

remainder of the wound site being covered with a flexible, adhesive coated film material

which adheres to the upwardly facing face of the second backing layer portion to seal

the grommet member against ingress of ambient air.

Examples of suitable materials for the backing layer for the dressings according to the

present invention and also the overlying flexible drape film may be that known as

OPSITE (trade mark) or TEGADERM (trade mark).

In the third embodiment of the dressing of the present invention the first and second

backing layer portions may be supplied or provided as flat pieces of suitable material

comprising backing layer, protector layer and support layer, the clinician then preparing

same by peeling away protector layers, folding and adhering to the patient as necessary

with the step of including the grommet member between the first and second backing

layers. However, the dressing of the third embodiment may be provided in an assembled

form with the grommet member being sandwiched between the two separate first and

second portions of backing material with the outwardly facing faces having the

appropriate protective protector layers or protector and support layers remaining in place

for removal prior to adhering to a patient.



In the third embodiment, the second, upper backing layer portion may, in fact, be the

overlying drape which covers the entire wound site.

In the third embodiment of a dressing according to the present invention, the grommet

member may have a generally elliptical shape when viewed end on in a direction parallel

to the axis of the at least one aperture therethrough.

The lateral ends of the grommet member used in the third embodiment may have the

two outer surfaces thereof tapering into a fine edge with each other at each lateral end

thereof so as to facilitate the joining of the first and second backing layer portions where

they meet at each lateral end of the grommet member.

In the present invention the dressing is effectively sealed to the skin surrounding the

wound by the overlying adhesively coated flexible drape film. However, the term "sealed"

is not an absolute requirement or practically attainable since many flexible dressing

membrane materials forming the wound cover are composed of semi-permeable plastics

materials which are well known to those skilled in the art. Furthermore, there is almost

inevitably some leakage between the skin and the sealing dressing material which is

adhered thereto, usually by well known pressure sensitive adhesives, due to hairs and/or

other skin surface irregularities and/or imperfections which are not easily completely

sealed in absolute terms. The types of self adhesive, flexible dressing drape materials

which are ordinarily used in TNP type therapy for sealing membranes over and around

wounds are well know to those skilled in the art and will not be elaborated on further

herein unless necessary.

Similarly as to the above with regard to the adhesive layer or coating on the flexible

drape sealing film, there are very many suitable adhesives which may be used

alternatively to pressure sensitive adhesives and include acrylic, silicone, stoma

adhesives, hot melt adhesives and solvent spread adhesives, for example. The person

skilled in the art will accordingly choose the most appropriate adhesive to the

circumstances.

In order that the present invention may be more fully understood, examples by way of

illustration only will now be described with reference to the accompanying drawings, of

which:



Figures 1A to 1C show a first example in plan view, end elevation and an axial cross

section therethrough, respectively of a grommet member for use in the dressing

according to the present invention;

Figures 2 shows an exploded isometric view of a backing layer, protector and support

layers according to a first embodiment of the present invention for use with the grommet

member of the first example in Figure 1 and alternatively with the grommet member of

the second example in Figure 3 ;

Figures 3A to 3C show a second example in plan view, end elevation and an axial cross

section through the centre aperture, respectively of a grommet member for use in the

dressing according to the present invention;

Figures 4A and 4B show an exploded isometric view of a backing layer, protector and

support layers; and a plan view of a dressing according to a second embodiment of the

present invention for use with either of the grommet members of Figures 1 or 3 ;

Figures 5A , 5B and 5C show an end elevation view, an isometric view and a side

elevation, respectively of a grommet member for use in a third embodiment of a

dressing according to the present invention;

Figures 6A and 6B show cross sections through two alternative constructions of the third

embodiment of a dressing according to the present invention adhered to a patient's skin;

Figures 7A and 7B show a further embodiment of a grommet according to the first

aspect of the present invention from two perspectives; and

Figures 8A and 8B which show a yet further embodiment of a grommet according to the

first aspect of the present invention from two perspectives.

Referring now to the drawings and where the same or similar features are denoted by

common reference numerals.

Figure 1 shows a first example of a grommet member 10 which may be used in the

dressing according to the present invention. The grommet member comprises a body

portion 12 having an aperture 14 therethrough and a flange portion 16 surrounding the



body portion 12. The grommet member is made of a soft, conformable plastics material

such as TPE, polyurethane, ethylvinylacetate, silicone, polyvinylchloride, for example.

The central aperture 14 is a flattened hole having two parallel sides 20 and two semi¬

circular ends 22 and is formed to receive a single correspondingly shaped conduit (not

shown) of co-operative outer form and size and having a plurality, e.g. three lumens

(also not shown) therethrough. The aperture 14 is further provided with an internal lip

seal 24 around the periphery for sealing against the outer surface of the conduit. The

provision of the lip seal allows the conduit to slide more easily with less force through the

aperture 14 when being adjusted due to less frictional stick/slip phenomena whilst still

being fully sealed against leakage of fluid out and ingress of ambient air into the wound

site (not shown). The lower face 28 and/or top face 13 of the grommet member may be

provided with an adhesive coating, e.g. Stoma Adhesive, for sticking directly to a

patient's skin (not shown) in which case the grommet may initially be provided with a

protector layer (not shown) which would be removed when applying to a patient. An

adhesive coating on the top face 13 may be to assist adhesion thereto of an overlying

drape material (not shown) covering the entire wound area.

The grommet member of Figure 1 may be used with the adhesive dressing component

shown in Figure 2 (as may the grommet member of Figure 3). The dressing component

30 shown in Figure 2 initially comprises (prior to adhering to a patient) a backing layer 32

having an adhesive coating 34 on one face 46; a three-part protector layer 36, 38, 40

adhered to the adhesive coating 34; and, a support layer 42 adhered to the non-

adhesively coated face 44 of the backing layer 32. The three-part protector layer

comprises a main portion 36 which extends over most of the adhesive coated face 46

except for a relatively smaller area 50 at an end of the dressing component opposite to a

cut-out 48 which is to receive the grommet member 10 (or grommet member 70, see

Fig. 3 below). The smaller area 50 is initially protected by a second, folded portion 38 of

protector material, which remains after the main portion 36 is removed, so as to protect

the smaller area 50 from contamination by a clinician's fingers (not shown), for example.

The third portion of protector material 40 protects a narrow border 52 (indicated by a

dashed line) of adhesive coating surrounding the cut-out 48 except for a small portion 53

adjacent each side of the mouth of the cut-out portion 48 which remains to hold the front

edge of the grommet member down to the patient's skin. The support layer 42, main

portion of protector layer and second, folded portion of the protector layer are all

provided with extension tabs 56, 58, 60, respectively to aid easy grasping with the finger

tips and facilitate peeling away of these layers.



In use (where the grommet member 10 is not already adhered to the dressing

component 30) the narrow protector layer 40 is peeled away from the adhesive coated

face 46 to expose the border portion 52 of adhesive. The grommet member 10 is then

entered into the cut out portion 48 such that the upper surface of the flange portion 16 of

the grommet is adhered to the border 52 on three sides (note that at this stage the

required conduits have already been inserted into the aperture 14). The dressing

assembly 10, 30 is then adhered to a patient in a suitable position adjacent a wound (not

shown) which is achieved by peeling away the protector layer main portion 36 ( and any

protector layer that the grommet member may have on its lower surface if it has an

adhesive coating). The combined dressing components 10, 30 are then positioned over

the desired position on the patient and pressed down in place, the rear end of the

dressing at area 50 then being lifted slightly to enable the second, folded portion 38 of

the protector layer to be removed and area 50 of the backing layer 32 then pressed

down onto the patient's skin. Finally, the upper support layer 42 may then be peeled

away to leave the dressing in place. Normally, a further flexible self-adhesive drape

covering (not shown but see Figure 6 below) will be placed over the entire wound area to

provide a sealed region around the wound site suitable for the application of TNP

therapy, irrigation, cleansing or other therapy via the conduit(s) as appropriate.

The provision and methods of manufacture of the various layers and constituent portions

described above and in succeeding embodiments will be well known to those skilled in

the art. The small protective layer 40 may be separated from the main portion by a "kiss

cut", for example, on a strip of material having a plurality of such dressing components

passing through a manufacturing machine.

Figures 3A to 3C show views of a second example of a grommet member 70 suitable for

use with a dressing according to the present invention. The grommet member is

essentially similar to that shown in Figure 1 except for the provision of three apertures

72, 74, 76 each aperture being provided with lip seal features 80 (only the lip seal in the

central aperture 74 is shown). In this case two of the apertures 72, 74 are substantially

the same diameter whilst the third aperture 76 is smaller to accommodate different sized

conduits. As in the first example of Figure 1, a flange portion 16 is provided for adhering

to a dressing component (30 in Figure 2 or 90 in Figure 4 below). The lower face 82 of

the grommet member may be provided with an adhesive coating in which case it will also

be provided with a protector layer (both not shown).



A dressing component 90 of a second embodiment of the present invention is shown in

Figures 4A and 4B and which component may be used with equal facility with either of

the grommet members of Figures 1 and 3 . In this embodiment, there is a backing layer

92; a support layer 94; and, a protector layer 96. The backing layer has a lower face 98

having an adhesive coating 100 whilst the protector layer 96 is divided into a main

portion 102 and a narrow portion 104 which surrounds and protects the adhesive coated

border portion 106 of a central cut-out 108 which is a closed aperture surrounded on all

four sides by the adhesive coated backing layer 92. Figure 4B shows the narrow border

portion 104, 106 more clearly. This embodiment has a closed aperture 108 and which is

provided with a slit 110 to enable the conduits (not shown) installed in the grommet

member to be easily cleared. The support and protector layers are again provided with

tabs 112, 114, respectively which extend beyond the adhesive coated surface 98 of the

backing layer to facilitate handling and placing of the dressing.

The backing layer 92 does not need to have the slit 110 therein as this layer remains on

the patient. The slit 110 may, however, facilitate manufacture of the dressing 90.

The dressing component 90 of the second embodiment may be used with either of the

grommet members 10, 70 described hereinabove. In use, in essentially the same way as

with the dressing component 30 of Figure 2 , the adhesive coating of the narrow border

106 may be exposed by removal of the small protector layer 104 and adhered to the

upper surface of the flange portion 16 of the grommet member. The main portion 102 of

the protector layer and any protector layer on the grommet member lower face is then

removed and the dressing positioned over the desired place on the patient and pressed

down into position. The support layer 94 is finally removed and the dressing over the

whole wound area finally completed as described above. The slits 110 facilitate removal

of the various layers and also placement of the initial dressing component 90 over the

conduits in the grommet member.

The second embodiment of the dressing according to the present invention is

considered to have the advantage that the grommet member is held down to the

patient's skin along all four edges of the flange portion thus further reducing the

possibility of any leakage either inwardly or outwardly of the dressing.



The second embodiment also substantially removes the need for the grommet member

to have an adhesive coating on its lower face.

The above embodiments comprising grommet members 10 or 70 and dressing

components 30 or 90 as desired may be put into effect at a manufacturing stage

whereby the grommet member 10 or 70 is pre-adhered to the dressing component 30 or

90 during manufacture. In this way the protective layer may be made into a single piece

which extends over substantially the whole of the adhesive coated area including the

lower face of the grommet member which may or may not be adhesive coated. The pre-

assembled dressing may also be provided with suitable conduits and the whole

assembly packaged in a sealed bag and sterilised by known techniques.

Figure 5 shows a third embodiment of a dressing grommet member 120. In this

embodiment, the grommet member is of generally elliptical shape when viewed in end-

on elevation in a direction parallel to the aperture axes and comprises three separate

apertures 122, 124, 126 for receiving conduits (not shown); all apertures being provided

with lip seal features 127 in the bores thereof. The body 128 of the grommet member

has at each lateral extremity a fine tapered edge 130 wherein the upper 132 and lower

134 surface are blended in to each other to facilitate the joining and adhesion of the

accompanying dressing components 142, 144 to be described below with respect to

Figure 6 . The grommet member 120 of the third embodiment may, for example, be

made by moulding from a polyurethane material or from a relatively more rigid material

such as polyethylene or polypropylene, for example.

Figure 6A shows a first example of a dressing in exploded form, wherein the backing

layers still have protector and support layers as appropriate, according to the third

embodiment of the present invention and utilising the grommet member 120 of Figure 5.

The grommet member is shown at 120; a first backing layer portion at 142; a second

backing layer portion at 144; an overlying flexible drape film at 146; and a portion of

patient's skin/flesh at 148 (note that the overlying drape film 146 does not form part of

the dressing of the present invention per se). The first backing layer portion 142

comprises a strip of suitable adhesive coated material 150 such as OPSITE (trade

mark), for example, of significantly greater length than the lateral width of the grommet

120, for example, at least 3X so that there is an appreciable overlap at each end of the

grommet member, folded back on itself so that when the lower protector layer 152 is

removed an adhesive coated face 154 faces the patient's skin 148. Removal of the



lower piece of protector material 152 is facilitated by the protector layer being kiss cut at

156 during manufacture. This adhesive coated face 154 is then pressed down on the

patient's skin 148 and the upper piece of protector layer 158 removed to expose the

adhesive coated face 160 of the backing layer 142. The grommet member lower surface

134 is then stuck down to this adhesive surface 160. The second backing layer 144 is

also similarly constructed from a folded strip 162 of suitable material. The lower piece of

protector layer 164 is first removed to expose the lower adhesive coated face 166 of the

strip 162 which is stuck down to the upper surface 132 of the grommet member 120 and

the lateral ends of the adhesive coated surfaces 160, 166 (not shown) either side of

grommet member are stuck to each other to effectively seal the grommet member

between the two backing layers 142, 144, the seal at the lateral ends of the grommet

member being facilitated by the tapered ends 130 thereon. Again, removal of the lower

piece of protector material is facilitated by a kiss cut 170 on the second backing layer.

The upper piece of protector material 172 on the second backing layer may then be

removed to expose an upper adhesive coated face 174 ready to receive an overlying

flexible drape material layer 146. The overlying drape material may again be made from

OPSITE (trade mark) material, for example, and may cover the entire area of the wound

and the dressing according to the present invention. The drape material has a backing

layer 180 having an adhesive coated face 182; a protector layer 184 on the adhesive

coated face; and, a support layer 186 adhered to the non-adhesive coated face 188 of

the backing layer 180. Thus when the protector layer is removed the adhesive coated

face 182 and the adhesive coated face 174 of the second backing layer are brought into

contact with each other to seal the dressing of the present invention to the wound site

environment.

Optionally the backing layer portions 144 and 142 may have a support layer (not shown)

which can be removed at the end of the application of the backing layer 144.

The kiss cut 156 is optional since it is possible to remove the protector material layers

152, 158 as one but handling is less easy without the cut 156.

A modified example of the third embodiment is shown in Figure 6B where the second

backing layer 144 is changed for a strip of suitable material 190 which has a backing

layer 192 having an adhesive coated face 194; a protector layer 196; and, a support

layer 198. The remainder of this modified embodiment may be the same in all material

respects to the embodiment shown in Figure 6A. The assembly method steps may be



the same except that when the support layer 198 is removed only the plain, non-

adhesive coated backing layer material faces upwardly. However the adhesive coated

face 182 of the overlying drape material adheres well to the surface 200 when the

support layer 198 is removed.

An advantage of using the backing layer 144 as shown in Fig. 6B, even where a

subsequent drape covering the entire wound area and grommet member 120 is applied,

is that it keeps the grommet member secure and in position whilst the remainder of the

dressing is applied and/or manipulated.

The third embodiments of Figures 6A and 6B may be modified by changing the backing

layer and adhesive face options to any combination above and below the grommet

member which best deals with a particular wound or situation.

Figures 7A and 7B show a fourth embodiment of a grommet member 300 according to

the first aspect of the present invention. The grommet member 300 comprises a flat

lower first face 302 for contact with a patient's skin (not shown); a curved upper second

face 304; two planar faces 306 and an aperture 308 therethrough for receiving a conduit

(not shown). The aperture 306 has a tapered lead-in 310 to facilitate threading a conduit

through the aperture whilst the aperture itself forms a sleeve-seal with a co-operating

conduit. The lower face 302 may be coated with an adhesive layer to assist adherence

of the grommet member to a patient's skin. The lower face also having a protective layer

of a suitable material such as a silicone coated release paper (not shown) when so

adhesive coated. The lower face 302 at lateral ends thereof meet lateral ends of the

upper or second face 304 at feather edges 312. Alternatively, the grommet member may

be employed in a dressing structure as described with reference to Figures 6A and 6B

as described hereinabove the tapering edges 312 making the grommet particularly

suitable for such a dressing structure.

Figures 8A and 8B show a fifth embodiment of a grommet member 320 according to the

first aspect of the present invention. The grommet member 320 comprises a lower flat

first face 322 for contact with a patient's skin (not shown); a curved upper second face

324; recessed front and rear faces 326, 328, respectively; and an aperture 330

therethrough. The upper, second face 324 and lower first face 322 meet at lateral ends

thereof at feather edges 332. The lower flat face 322 may be coated with an adhesive

layer as described hereinabove (or, again may be employed as part of a dressing



structure as exemplified by Fig. 6 and the accompanying description). The aperture 330

has a sealing member 334 in the form of an "O" ring seal therein for sealing with a co

operating conduit. The "O" ring seal member 334 has an inner diameter that is slightly

smaller than the conduit's external diameter so that an effective seal is formed when the

conduit is threaded through the "O" ring seal member 334. The conduit can be threaded

through the aperture 330 and "O" ring seal member from, the flat side of the grommet

member 320. The "O" ring seal member 334 may be formed integrally from the same

material as the grommet 320 or may be included by an insert moulding technique and

utilise a different material. An array of ventilation holes 336 is provided to enable a

patient's skin to breath and prevent maceration thereof. The recessed front and rear

faces 326, 328 make this embodiment of a grommet member particularly flexible and

accommodating should the patient lie on the grommet member.

Throughout the description and claims of this specification, the words "comprise" and

"contain" and variations of the words, for example "comprising" and "comprises", means

"including but not limited to", and is not intended to (and does not) exclude other

moieties, additives, components, integers or steps.

Throughout the description and claims of this specification, the singular encompasses

the plural unless the context otherwise requires. In particular, where the indefinite article

is used, the specification is to be understood as contemplating plurality as well as

singularity, unless the context requires otherwise.

Features, integers, characteristics, compounds, chemical moieties or groups described

in conjunction with a particular aspect, embodiment or example of the invention are to be

understood to be applicable to any other aspect, embodiment or example described

herein unless incompatible therewith.



CLAIMS

1. A grommet for locating and sealably receiving at least one flexible conduit

having an end to be located within a dressing at a wound site, the grommet

comprising at least one aperture therethrough for sealably receiving a conduit

and a first face for contacting a patient's skin.

2 . A grommet according to claim 1 wherein said aperture comprises sealing

means associated therewith selected from the group comprising: lip seals;

"O" ring seals and sleeve seals.

3. A grommet according to either claim 1 or claim 2 wherein said first face has

an adhesive coating.

4 . A grommet according to any one preceding claim further comprising

ventilation holes.

5 . A grommet according to any one preceding claim wherein said first face at

lateral ends thereof meet a second face at feather edges.

6 . A grommet according to any one preceding claim wherein front and rear

faces of the grommet are recessed.

7 . A grommet according to any one preceding claim further comprising a flange

portion extending around at least a part of a body portion thereof.

8 . A grommet according to claim 7 wherein said flange portion extends around

all sides of said body portion.

9 . A grommet according to any one preceding claim wherein there are a plurality

of apertures therethrough.

10 . A grommet according to claim 9 wherein the apertures are of different sizes.

11. A dressing for use with a grommet member used to locate and retain

conduits and/or tubes used in therapy of a wound, the dressing comprising a

backing layer having an adhesive coating thereon for adhering the dressing

to a patient; the backing layer having a cut-out therein for receiving a

grommet member.

12. A dressing according to claim 11 wherein said cut-out is a recess in one edge

thereof

13. A dressing according to claim 11 wherein said cut-out is a closed aperture

within an area of the dressing.

14. A dressing according to any one of claims 11 to 13 wherein said dressing

further comprises protective layers for protecting said adhesive coated

surface of said backing layer.



15. A dressing according to claim 14 wherein said protective layer is divided into

separately removable portions.

16. A combination of a dressing according to any one of preceding claims 11 to

15 for use with a grommet member used to locate and retain conduits and/or

tubes used in therapy of a wound according to any one of claims 1 to 10, the

dressing comprising a backing layer having an adhesive coating thereon for

adhering the dressing to a patient; the backing layer having a cut-out therein

for receiving a grommet member and, a grommet member having at least

one aperture therethrough for receiving a conduit.

17. A dressing for use in locating and retaining conduits and/or tubes used in

therapy of a wound, the dressing comprising a backing layer having an

adhesive coating thereon for adhering the dressing to a patient; the backing

layer having a cut-out therein for receiving a grommet member; said grommet

member having at least one aperture therethrough for receiving a conduit;

and, said grommet member further comprising a flange portion for attaching

the grommet member to said adhesive coated backing layer.

18. A dressing as claimed in claim 17 wherein the backing layer is a thin flexible

film material.

19. A dressing as claimed in either claim 17 or claim 18 wherein when supplied

prior to use the backing layer has a protector layer on an adhesive coated

face and a support layer on a non-adhesive coated face.

20. A dressing according to any one preceding claim from 17 to 19 wherein said

cut-out is in the form of a recess in one edge of the backing layer.

21. A dressing according to any one of preceding claims 17 to 19 wherein the

cut- out is an aperture in the backing layer.

22. A dressing according to any one preceding claim from 17 to 2 1 wherein the at

least one aperture in the grommet member is provided with a sealing feature

to seal in use with a conduit passing therethrough.

23. A dressing according to any one preceding claim from 17 to 22 wherein when

supplied and prior to use the backing layer and grommet member are

supplied as separate items.

24. A dressing according to any one of preceding claims 15 to 22 wherein when

supplied and prior to use the grommet member and the backing layer are

supplied as a unitary item with the grommet member adhered to the backing

layer by the flange portion.



25. A dressing according to claim 2 1 wherein the backing layer has a slit therein

making it a non-continuous ring.

26. A dressing according to any one preceding claim from 17 to 25 wherein the

grommet member has an adhesive coating on a face which will contact a

patient's skin in use.

27. A dressing according to claim 26 wherein said patient contact face is

provided with a protector layer prior to use.

28. A dressing according to any one preceding claim from 17 to 27 wherein said

at least one aperture is of elongate flat form in cross section to receive a

conduit having a plurality of lumens therethrough.

29. A dressing according to any one preceding claim from 17 to 27 wherein the

grommet member has a plurality of apertures therethrough.

30. A dressing according to claim 29 wherein the apertures are of different sizes.

3 1. A dressing for use in locating and retaining conduits and/or tubes used in

therapy of a wound, the dressing comprising first and second backing layer

portions having adhesive coated faces facing each other and a grommet

member having at least one aperture therethrough for receiving a conduit

sandwiched between the two adhesive coated faces.

32. A dressing according to claim 3 1 wherein a lower backing layer portion

adjacent the skin of a patient, in use, also has a downwardly facing adhesive

coated face for attaching the dressing to a patient.

33. A dressing according to either claim 3 1 or claim 32 wherein said grommet

member has a generally elliptical shape when viewed in direction parallel to

an axis of said at least one aperture.

34. A dressing according to claim 33 wherein upper and lower surface of a body

of said grommet meet each other at a tapered edge.

35. A dressing according to claim 3 1 or claim 32 wherein each lateral end of said

grommet member has faces meeting in a feathered edge form.

36. A dressing according to any one preceding claim from 3 1 to 35 wherein said

at least one aperture in said grommet member has a seal feature to co

operate with a conduit in use.
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