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A BREAST PROSTHESIS
ABSTRACT

A breast prosthesis comprises a shell-like body of
a two-component addition cross-lined soft elastic silicone
rubber composition, which 1is welded in synthetic resin
films, which cover over its inner and outer surfaces. In
order to secure the breast prosthesis directly to the skin
of the user, the prosthesis is so designed that on its rear
side, in a marginal zone, it is furnished with a permanently
adhesive layer.
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A BREAST PROSTHESIS

The present invention relates to a Dbreast
prosthesis comprising a shell-like body of a two—component,
addition cross-linked, soft elastic silicone rubber
composition, which 1is welded 1in between synthetic resin

films, which cover its inner and outer surfaces.

One particular problem occurring with such breast

prostheses is ensuring satisfactory attachment to the chest
of the user so that they cannot slip.

In the case of a previously proposed breast
prosthesis of this type in accordance with the German
utility model 9,010,426, this was to be ensured by arranging
the body of the breast prosthesis in the cups of a
brassiere, which may additionally be furnished with inlay
pockets for holding the body of the breast prosthesis.

A particularly satisfactory way of holding a
breast prosthesis is possible if the prosthesis is arranged
directly on the skin, or on the scar tissue, of the user.
A prior art breast prosthesis in accordance with European
patent publication 392,960 has a fine lip-like edge on its
rear side, within an encircling shoulder constituted by a
ledge, on which strips of adhesive members are secured,
which cooperate with the adhesive zones of strips, which are
attached to the skin of the user by a skin—-compatible
adhesive composition, 1in such a manner that the breast
prosthesis is able to be connected with the holding strips
adhering to the skin and to be detached again. As an
attachment means, it is preferred to use a hook and loop
fastener. This type of attachment is, however, relatively
awkward to use, because the user first must apply adhesive
plaster to her skin for putting on the breast prosthesis,
such plaster having an outer surface in the form of one half
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of a hook and loop fastener, or some other connection zone,

which may be adhered to the breast prosthesis which is put
on afterwards.

Accordingly, the present invention seeks to
provide a breast prosthesis which may be fastened in a

simple way directly on the skin of the user of the breast
prosthesis.

According to this invention a breast prosthesis is
so0 designed that, on its rear side it 1is furnished, in a
marginal zone, with a permanently adhesive layer. Such
adhesive layers with a permanent tack on a synthetic resin
basis are known. They have the particular advantage that
they render possible an adhesive attachment of the breast
prosthesis to the skin of the user without remnants of the
adhesive layer being left on the skin after the breast
prosthesis has been removed.

It is convenient for the layer to consist of
separate adhesive zones spaced from each other.

It is an advantage if the permanent adhesive layer
is designed encircling the prosthesis.

In accordance with a further embodiment, the
breast prosthesis is provided in its marginal part with an

encompassing groove on its rear side, in which the adhesive
layer i1is embedded.

It is convenient, furthermore, for the adhesive
layer to be protected by a cover film arranged thereon.

This film 1is removed prior to putting on the breast
prosthesis.

A further advantageous feature 1is such that a
release film 1i1s laid in the groove on an additional lower
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adhesive layer, and on this release film an external
adhesive layer is provided. If in fact the external layer
loses its tack after the breast prosthesis has been put on
and taken off a number of times, it is possible for the
layer to be simply stripped off with the result that
adhesive attachment is now possible using the as yet unused
inner adhesive layer, or layers.

It 1s convenient, furthermore, for the external
adhesive layer to be protected by a release film, which may
be removed prior to use.

It is convenient for the permanent adhesive or
tacky layer to consist of an addition cross-linked two-
component silicone rubber composition manufactured to be
permanently tacky. After manufacture of the breast
prosthesis, or during such production, this adhesive layer
may be introduced into the groove provided to receive it.

As a further convenient feature of the invention,
the layer with a permanent tack may be bonded or welded to
join it with the film encasing the breast prosthesis. If
the permanent adhesive layer consists of an addition cross-
linked two—-component silicone rubber composition, it is
possible for the latter, together with the base film, to be
introduced into a mold in which it is cured.

The base film, bearing the permanently adhesive
layer, may be bonded with the casing of the breast
prosthesis by means of hotmelt adhesive. Such an adhesive
bonding may be conveniently produced during the manufacture
of the breast prosthesis in such a manner that the base film
is applied to the respective part of the breast prosthesis
and then bonded to the casing of the breast prosthesis
during the process of curing.
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In accordance with a further particularly
preferred development of the invention, the permanent tacky
layer 1s arranged on a base film, whose rear side 1s able
to be Jjoined by means of a releasable bond with the
complementary adhesive layver of an attachment film bonded
or welded to the film encasing the breast prosthesis.
When, after a considerable period of use, the permanent
adhesive layer has lost its tack, 1t may be stripped off
together with 1ts base film and replaced by a new base film

bearing a fresh permanently adhesive layer.

The attachment film, which 1s able to be
connected by a releasable adhesive bond, 1is preferably
bonded to the casing of the breast prosthesis by means of

a hotmelt adhesive.

It 1s convenient for the releasable adhesive bond
to be 1n the form of a hook and loop fastener. Preferably,
the releasable adhesive connection between the base film
and the attachment film is so designed that its adhesive
action 1s greater than the adhesive force of the permanent

tacky layer on the skin of the user.

The above noted adhesive bonds for the attachment
of a breast prosthesis to the body of a wearer may be also
advantageously employed 1in the case of a partial breast

prosthesis.

In a first aspect, the present invention provides
a one-plece attachable breast prosthesis including a skin-
compatible adhesive, the breast prosthesis comprising a
shell-like body of a two component, cross-linked soft

elastic silicone rubber composition, which is enclosed

wlthin synthetic resin coveting films welded around a

peripheral edge of the body, the breast prosthesis further
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comprising a skin-compatilible adhesive layer in a marginal
zone of a rear side of the prosthesis, adjacent the
peripheral edge, wherein a groove having a pair of opposing
walls extending 1nto the rear side 1is formed in the
marginal zone, and the skin-compatible adhesive layer is

set within the groove.

In a second aspect, the present invention
provides a breast prosthesis comprising a shell-like body
of a two component, cross-linked soft elastic silicone
rubber composition, which 1s enclosed within synthetic
resin covering films welded around a peripheral edge of the
body, the breast prosthesis 1including a skin-compatible
adhesive layer 1n a marginal zone of a rear side of the
prosthesis, adjacent the peripheral edge, wherein a groove
having a pair of opposing walls extending into the rear
side 1s formed in the marginal zone, and the skin-

compatible adhesive layer is set within the groove.

In a third aspect, the present invention provides

a breast prosthesis, comprising:

a shell-like body of a two component, cross-linked soft
elastic silicone rubber composition, which 1is enclosed
within synthetic resin covering films welded around a

peripheral edge of the body;

a skin-compatible adhesive layer in a marginal zone of a
rear side of the prosthesis, adjacent the peripheral edge,
wherein a groove having a pair of opposing walls extending
1nto the rear side is formed i1n the marginal zone, and the

skin-compatible adhesive layer i1s set the groove;

a base film to which the skin-compatible adhesive layer 1is

applied; and
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an attachment member attached to the covering film of the

breast prosthesis, the base film being 7jolned to the

attachment member by a releasable bond.

In a fourth aspect, the present 1invention

provides a method for manufacturing a breast prosthesis,

comprising the steps of:

providing a shell-like body of a two-component,
cross—-linked soft elastic silicone rubber composition
enclosed within front and rear synthetic resin covering

films welded around a peripheral edge of the body;

providing a permanent adhesive layer including a

skin-compatible adhesive attached to a base film, the skin-

compatible adhesive including a cross-linked, two-component

silicone rubber composition manufactured to be tacky; and

attaching the base film to the fear synthetic
resin covering film, the base film being positioned in a
marginal zone adjacent the peripheral edge, whereby the
prosthesls provides a one-plece attachable Dbreast

prosthesis including the skin-compatible adhesive.

In a fi1fth aspect, the present invention provides

a method for manufacturing a breast prosthesis, comprising

the steps of:

forming a permanent adhesive layer 1including a

base film and a cross-linked, two-component silicone rubber

composlition manufactured to be tacky;

curing, during a curing process, a shell-like
body of a two-component, cross—linked soft elastic silicone

rubber composition enclosed within front and rear synthetic
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resin covering films welded around a peripheral edge of the
body;

attaching the base film to the rear synthetic
resin covering film during the curing process, the base
film being positioned in a marginal zone adjacent the
peripheral edge, whereby the prosthesis provides a one-
piece attachable breast prosthesis including a skin-

compatible adhesive.

In a sixth aspect, the present invention provides
a method for manufacturing a breast prosthesis, comprising

the steps of:

forming a permanent adhesive layer including a
base film and a cross-linked, two-component silicone rubber

composition manufactured to be tacky;

curling, during a curing process, a shell-like
body of a two—-component, cross-linked soft elastic silicone
rubber composition enclosed within front and rear synthetic

resin covering films welded around a peripheral edge of the
body;

applying a hotmelt adhesive to the base film; and

bonding the base film to the rear synthetic resin
covering film during the curing process, the base film
beling positioned 1n a marginal zone adjacent the peripheral
edge, whereby the prosthesis provides a one-piece
attachable breast prosthesis including a skin-compatible

adhesive.
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In the drawing the breast prosthesis 1is only
indicated diagrammatically. The body of the Dbreast
prosthesis preferably has a configuration as described in
the German utility model 9,010,426.

On 1ts rear side, the body 1 of the breast
prosthesis is provided at some distance from the encircling,
lip—-like edge 2 or border, with a shallow encircling groove
3. The body 1 of the breast prosthesis is produced in this
form, and both the outer side of the breast prosthesis and
the shell-like, curved or vaulted inner side of the breast
prosthesis being covered by a polyurethane film, which is
welded together along the edge of the breast prosthesis.
Furthermore the shallow encircling groove is covered in this

manner by a polyurethane film.

Since in the drawing the breast prosthesis is only
illustrated in a diagrammatic manner, the exact
configuration of the prosthesis is not apparent.

On tlie bottom of the groove 3 a first, permanently
tacky or adhesive layer 4 is applied. This layer is covered
by a release film 5, on which a second permanently tacky
layer 6 is applied. The external adhesive layer 6 is, for
its part, covered over by a cover film 7 until it is used

for the first time.
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The embodiments of the invention in which an exclusive
property or privilege 1s claimed are defined as follows:

l. A one-pilece attachable breast prosthesis including a
skin-compatible adhesive, the breast prosthesis comprising
a shell-like body of a two component, cross-linked soft
elastic silicone rubber composition, which is enclosed
within synthetic resin coveting films welded around a
peripheral edge of the body, the breast prosthesis further
comprising a skin-compatible adhesive layer in a marginal
zone of a rear side of the prosthesis, adjacent the
peripheral edge, wherein a groove having a pair of opposing
walls extending 1nto the rear side 1s formed in the
marginal zone, and the skin-compatible adhesive layer 1is

set within the groove.

2. The breast prosthesis as claimed in claim 1, wherein
the groove 1s positioned 1n at least two areas within the
marginal zone, the areas being separated from each other.

3. The breast prosthesis as claimed in claim 1, wherein
the groove has an encircling form.

4. The breast prosthesis as claimed 1n claim 1, wherein
the skin-compatible adhesive layer 1s protected by a cover
film laid thereon.

5. The breast prosthesis as claimed in claim 1, wherein
the skin-compatible adhesive layer 1is a first skin-
compatible adhesive layer, and further comprising a release
film laid on the first skin-compatible adhesive layer and
a second skin-compatible adhesive layer positioned on the
release film.

6. The breast prosthesis as claimed 1in claim 5,
characterized in that the second skin-compatible adhesive

layer 1s protected by a release film.
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7. The breast prosthesis as claimed 1in claim 1, wherein
the skin-compatible adhesive layer includes a cross-linked,
two component silicone rubber composition manufactured to

be permanently tacky.

8. The breast prosthesis as claimed in claim 7, wherein
the permanently tacky layer 1is applied to a base film,
which 1s attached to the covering film of the breast
prosthesis.

9. The breast prosthesis as claimed in claim 8, wherein
the base film is bonded to the breast prosthesis covering
film by a hotmelt adhesive.

10. The breast prosthesis as claimed in claim 8, wherein
the base film 1s welded to the breast prosthesis covering
film.

11. A breast prosthesis comprising a shell-like body of a
two component, cross-linked soft elastic silicone rubber
composition, which 1s enclosed within synthetic resin
covering films welded around a peripheral edge of the body,
the breast prosthesis including a skin-compatible adhesive
layer 1n a marginal zone of a rear side of the prosthesis,
adjacent the peripheral edge, wherein a groove having a
pair of opposing walls extending into the rear side 1is
formed 1n the marginal zdne, and the skin-compatible
adhesive layer 1s set within the groove.

12. The breast prosthesis as claimed in claim 11, wherein
the groove 1is positioned 1in at least two areas within the
marginal zone, the areas belng separated from each other.

13. The breast prosthesis as claimed 1n claim 11, wherein
the skin-compatible adhesive 1layer 1is a first skin-
compatible adhesive layer, and further comprising a release
film laid on the first skin-compatible adhesive layer and
a second skin-compatible adhesive layer positioned on the

release film.
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14. A breast prosthesis, comprising:

a shell-like body of a two component, cross-linked soft
elastic silicone rubber composition, which 1is enclosed
within synthetic resin covering films welded around a
peripheral edge of the body;

a skin-compatible adhesive layer in a marginal zone of a
rear side of the prosthesis, adjacent the peripheral edge,
wherein a groove having a pair of opposing walls extending
into the rear side is formed i1n the marginal zone, and the
skin-compatible adhesive layer 1s set the groove;

a base film to which the skin-compatible adhesive layer 1is
applied; and

an attachment member attached to the covering film of the
breast prosthesis, the base film being 3jolined to the

attachment member by a releasable bond.

15. The breast prosthesis as claimed in claim 14, wherein
the attachment member comprises an attachment film bonded
to the covering film of the breast prosthesis by means of
a hotmelt adhesive.

16. The breast prosthesis as claimed in claim 14, wherein
the releasable bond comprises a hook—-and-loop fastening
means.

17. A method for manufacturing a breast prosthesis,
comprising the steps of:

providing a shell-like body of a two-component, cross-
linked soft elastic silicone rubber composition enclosed
within front and rear synthetic resin covering films welded
around a peripheral edge of the body;
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providing a permanent adhesive layer including a
skin-compatible adhesive attached to a base film, the
skin-compatible adhesive including a cross—-linked,

two-component silicone rubber composition manufactured to be

tacky; and

attaching the base film to the rear synthetic resin covering
film, the base film being positioned in a marginal zone
adjacent the peripheral edge, whereby the ©prosthesis
provides a one-plece attachable breast prosthesis including

the skin-compatible adhesive.

18. The method of claim 17, wherein the skin-compatible
adhesive 1s introduced into a mold together with the base

film for the formation of the permanent adhesive layer and

1s cured therein.

19. The method of claim 17, wherein the shell-like body
comprises a groove having a palr of opposing walls extending
ilnto a rear side of the prosthesis, and wherein the
skin-compatible adhesive 1s set within the groove.

20. The method of claim 17, wherein the base film 1is
attached to the rear synthetic resin covering film by a
hotmelt adhesive.

21. The method of claim 17, wherein the base film is welded
to the rear synthetlic resin covering film.

22. A method for manufacturing a breast prosthesis,

comprising the steps of:

forming a permanent adhesive layer including a base
film and a cross-linked, two-component silicone rubber
composition manufactured to be tacky:;

curilng, durlng a curing process, a shell-like body of
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a two-component, cross-linked soft elastic silicone rubber
composition enclosed within front and rear synthetic resin

covering films welded around a perlpheral edge of the'body;

attaching the base film to the rear synthetic resin
covering film during the curing process, the base film being
positioned in a marginal zone adjacent the peripheral edge,
whereby the prosthesis provides a one-plece attachable
breast prosthesis 1including a skin-compatible adhesive.

23. A method for manufacturing a breast prosthesis,

comprising the steps of:

forming a permanent adheslive layer 1including a base
film and a cross-linked, two-component silicone rubber

composition manufactured to be tacky;

curing, during a curlng process, a shell-like body of
a two-component, cross-linked soft elastic silicone rubber
composition enclosed within front and rear synthetic resin
covering films welded around a peripheral edge of the body;

applying a hotmelt adhesive to the base film; and

bonding the base film to the rear synthetic resin
covering film during the curing process, the base film being
positioned in a marginal zone adjacent the peripheral edge,
whereby the prosthesis provides a one-piece attachable
breast prosthesis 1ncluding a skin-compatible adhesive.

24. The method of claim 23, wherein the shell-like body

comprises a groove having a pair of opposing walls extending
into a rear side of the prosthesis, and wherein the

permanent adhesive layer 1s set within the groove.
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