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(57) L imvention concerne un pansement pour test
¢picutane (1) comportant au moins un dispositif pour
recevolr le principe actit (4; 9, 10) place sur un film
support (6) tres €lastique en materiau polymere, qui est
¢tanche a 1’eau sous sa forme liquide et permeable a la
vapeur d’eau. Sur la surface du pansement opposce a la
peau, ce film support est li¢ de maniere amovible a un
film d appu1 (2) et est muni1 sur la surface faisant face a
la peau, d’une couche adhésive (7), recouverte quant a
elle avant application du pansement (1), d une couche de
protection (&) deétachable en au moins deux parties. Ce
pansement pour test €picutane se caracteérise en ce que la
couche de protection (8) est lice au f1lm d’appu (2) au
niveau de deux bords opposes, a la manicre d’une
chamiere (11).

I*I Industrie Canada  Industry Canada

(57) The mvention concerns an epicutaneous test plaster
(1) with at least one active substance absorption device
(4: 9, 10) disposed on a highly resilient carrier film (6)
made of polymer material. The carrier film (6) 1s
impervious to liquid water and permeable to water
vapour and, on the face remote from the skin, 1s
detachably connected to a support film (2) and, on the
face facing the skin, 1s provided with a layer (7) of
bonding substance which 1n turn, before the plaster (1) 1s
applied, 1s covered by an at least two-part detachable
protective layer (8). The invention 1s characterized in
that the protective layer (&) 1s connected at two opposite
edges to the support film (2) in hinge-like manner (11).
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ABSTRACT

A patch test plaster having at least one active substance
receptacle arranged on a backing film, having a highly
elastic backing film which is made of polymeric material,
is impermeable to liquid water but permeable to water
vapour, and is releasibly connected on the surface facing
away from the skin to a supporting sheet and is provided
on the surface facing the skin with an adhesive layer
which is in turn covered by an at least two-part
detachable protecting layer before application of the
plaster, is characterized in that the protecting layer has
a hinge-like connection on two opposite edges to the

supporting sheet.

VI P s YR TR TLT MY ART £ R T W M SR T K1 R i SabAd G 24 e AR § O AN DT AT LU T M ATIRDY 475 A At | v ot i At RTINS O e S AN Pl -t 1y 3. G| PP MM AT UVADLIATAR P 201 S0l e A AR LT AR I el a7 1o b o= v ISIArs i d sl dmar



. w~a-m:hWthMWMMlmmmmcmmmmwmdww\ _MMW'M A8t N A T o S T s SO

CA 02274777 1999-06-11

Patch test plaster

The invention relates to an application aid for patch test

plasters having at least one active substance receptacle

arranged on a backing surface.

Patch test plasters are used in patch tests which serve,
in particular, to identify the causes of allergic contact
dermatitis. For this purpose, the test substance is
applied to a test plaster which is then applied to
selected areas of the patient’s skin. After a

predetermined period, the test plaster is removed.

The first reading of the patient’s reaction to exposure to
the active substance takes place immediately after removal
of the test plaster; further readings are taken where
appropriate at particular time intervals. It is moreover
helpful to be able to mark the test site on the skin, so
that the skin contacted with the test substance can be

found again reliably.

The structure of patch test plasters is in principle as
follows: absorbent flat materials, for example made of
woven or nonwoven textiles, or containers which are open
towards the skin are arranged as active substance

receptacles on an adhesive backing layver or are formed in
the backing substance itself.

The area of the test plaster which is to be brought into
contact with the skin is covered by a detachable
protecting layer before application. To date, flat textile
materials such as, for example, woven or nonwoven fabrics,

and polymers or metal foils, have been proposed as backing

layer. A considerable disadvantage of known patch test
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plasters has been that the flexibility of the backing
materials was too low to prevent premature detachment of
the test plaster from the skin due to unavoidable body
movements. To eliminate this disadvantage, DE-C 38 10 658
proposes a backing material made of a thin, highly elastic
polymer film which is impermeable to liquid water but
permeable to water vapour and whose ease of handling is

ensured by attaching a redetachable, relatively stiff

supporting sheet to the backing film surface facing away

from the skin. The supporting sheet is removed after

application.

However, despite this advance, the ease of handling of
such test plasters has not to date been entirely
satisfactory. On application it must be possible to grasp
the plaster while avoiding contamination of the adhesive
layer, including, of course, the active substance
receptacles. It must also be possible to remove the
supporting sheet conveniently after the plaster has been
stuck on. Although assistance can be provided here by a
supporting sheet projecting beyond the backing layer, this
requires increased material and additional and/or

complicated steps during production.

It 1s therefore an object of the invention to produce a
patch test plaster which, while having good
conformability, features acceptable ease of handling which

can be achieved with justifiable means.

The achievement of this object has surprisingly been found
in the case of a patch plaster having at least one active
substance receptacle arranged on a backing layer, having a
highly elastic backing film made of polymeric material
which is impermeable to liquid water but permeable to

water vapour and which is releasibly connected on the
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surface facing away from the skin to a supporting sheet
and is provided on the surface facing the skin with an
adhesive layer which is in turn covered by an at least
two-part detachable protecting layer before application of
the plaster, in that the protecting layer has hinge-~like

connection on two opposite edges to a supporting sheet.

This construction allows, inter alia, the supporting sheet
to have the same surface area as the backing film, and
thus additional cutting and/or punching steps to be
avoided. The protecting layer parts can be swung outwards
after detachment from the adhesive layer and can be
grasped for application of the plaster without having to
take into account contamination of the adhesive layer.
After the plaster has been pressed onto the skin, the
supporting sheet with the attached parts of the protecting

layer can be removed without difficulty.

Another advantage of the invention is that it is possible,
after the protecting layer parts have been swung open, to
charge the active substance receptacles with the
substances to be tested, and the receptacles are protected
from external influences up to the time of application by

swinging the protecting layer parts back into the initial

position.

There are numerous possibilities for producing the hinge-
like connection between protecting layer and supporting
sheet, and some of those which are particularly preferred
will be described. On the one hand, the protecting layer
can project in the form of a strip beyond the edge of the
plaster and 1is, after folding round this edge, fastened
adhesively on the surface of the supporting sheet facing
away from the skin. A crease line in the protecting laver

promotes moveability thereof around the hinge axis. The
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converse construction, i.e. the projecting supporting
sheet being fastened, on the underside of the protecting
layer, after folding round the edge, is also possible in
principle but will remain restricted to special cases
because of the possible disadvantages.

In the event that circumstances allow the supporting sheet
and the protecting layer to be produced from the same
material, a continuous flat material is folded around the
backing surface to allow the ends to come to rest on the
adhesive layer side. Adhesion of the backing film to this
flat material 1s produced by known methods described in

detail hereinafter.

In another preferred embodiment of the invention, the

supporting sheet, adhesive-coated backing film and

. protecting layer have the same outer contours and the

hinge-like connection between protecting laver and
supporting sheet is formed by attaching a strip which is
creased longitudinally, with one part adhering to the side
of the supporting sheet facing away from the skin and the
other part adhering to the free side of the protecting
layer. The strip is preferably provided with a pressure
sensitive adhesive, but can also be fixed by other
adhesive systems. Sealing on at room temperature or with
input of heat provides other possibilities for fixing. It
is, of course, unnecessary for the strip to enclose the
entire length of the edge of the hinge; on the contrary,

it suffices in some cases if only parts of the edge are

covered.

The patch test plaster according to the invention
preferably has a quadrangular contour with the hinge-like
connections being formed on opposite edges, preferably the
long edges. The size of the backing film does not

correspond to the size of the supporting sheet if a
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marking strip which is adhesive on the skin side and is
releasibly fastened on the surface facing away from the
skin to the supporting sheet which projects beyond the
backing film 1s arranged parallel to at least one edge of
the plaster. After application of the plaster, this strip
adheres beside the latter to the skin and makes it

possible to make markings related to the test site.

Suitable materials for the supporting sheet are known
polymers such as, for example, polyethvlene,
polypropylene, polyamide or polvester. However, textile
flat materials and paper are also in use. The thickness of
the supporting sheet varies between 30 and 200 um,
preferably 30 - 80um. The supporting sheet is bonded to
the backing film with a suitable adhesive, or the
connection is brought about by those mechanical adhesive
forces which arise when the backing film is produced by
extrusion, casting or another known method for producing

films directly on the supporting sheet.

The backing film is opaque or transparent and can be
produced by known techniques from known raw materials.
Transparent films are preferred because they permit
observation of the test plasters during application. The
best results in this regard are obtained when the active
substance receptacles are also made transparent in
addition. Examples of raw materials for the backing film
which may be mentioned are: polyurethanes, polyvinyl
chlorides, polyvinylidene chlorides, polyvinyl alcohols,
polyacrylates, polysulphones, polystyrenes, polyethylene,
polypropylene, polyamides, ethylene/vinyl acetate
copolymers, polyesters, polycarbonates, polyvinvyl fluoride
and other fluorine-containing polymers. Backing films
based on polyurethane are particularly preferred. The

thickness of suitable films is generally in the region of
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7 - 120 um, preferably of 15 - 50 um. The water vapour
permeability should be at least 300 g x m> x 24h.

The adhesive layer can consist of known physiologically
acceptable materials. Examples which may be mentioned are
rubber, rubber-like synthetic homopolymers, copolymers or
‘block polymers, polyacrylates and corresponding
copolymers, polyurethanes and silicones. The amount of the

adhesive applied per unit area is between 15 and 80 g/m’,
preferably 30 - 50 g/m’.

The material for the protecting layer can be that which is
also used for the supporting sheet. However, it is also
possible to employ, for example, polytetra-fluoroethylene,
cellophane, polyvinyl chloride, abhesively treated papers,
metal foils and polymer-coated metal foils. The weights
per unit area are 30 - 250 g/m’, preferably 50 - 150 g/m’.
The protecting layer side which is in contact with the
adhesive layer must allow redetachment with a force which
1s less than that for detaching the supporting sheet from
the backing film. The ends of the at least two-part

protecting layer which come to rest on the adhesive laver

are most expediently provided with grasping aids in a
usual manner.

The active substance receptacles are circular, angular,

oval or designed in any other two-dimensional shape, and

usually consist of absorbent material such as, for
example, paper, nonwoven or woven fabrics or gel-like
polymers able to release the active substance to the skin.
Dish-like devices are also used to receive the active
substances. The use of cellophane or polyvinyl alcohol
polymers have proved suitable for producing transparent

receptacles. In general, the active substance receptacles

are fastened to the adhesive layer in a manner known per
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se. In order to prevent unintended migration of liquid
test substances from the receptacle, it is possible to
provide an encircling film which covers the receptacle
with about half its width and is fastened with the other
half of its width to the adhesive layer, without impairing

the intended skin contact area of the active substance

receptacle.

- The patch test plasters according to the invention can be
designed as single plasters, that is to say with only one
active substance receptacle, but preferably have a
plurality of active substance receptacles arranged in
accordance with a predetermined geometric pattern,
preferably in row form. The row or, if required, two or
more parallel rows extend in the axial direction of the
plaster. Intended break lines can be provided between the
individual receptacles to make it possible easily to

detach one plaster with the required number of receptacles

from a longer plaster web.

The invention is explained further by means of figures.
They are not drawn true to scale, and the thickness of the

layers present is exaggerated to improve clarity.

Identical elements have the same reference numbers.

These show:

Fig. 1 a view of a patch test plaster according to the

invention

Fig. 2 and 3 a cross section along line II/II in Fig. 1
and

Figs. 3 and 4 each a part of a cross section with various

designs of hinge.
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The patch test plaster in Fig. 1 is labelled with 1. It is
viewed from above so that, of the layers forming the
plaster, only the supporting sheet 2 can be seen. It is
covered on opposite edges in each case by a strip 3 which
forms the hinge-like connection to the protecting laver.
The broken circles 4 indicate the points where the active
substance receiving devices are attached on the underside
of the plaster. In the present case there are arranged two
parallel rows each of five devices. The broken lines 5
mark the course of the parts of the protecting layer which
are designed with the grasping aid, on the opposite side

of the plaster.

Fig. 2 shows a perspective view of a patch test plaster
according to the invention in cross section along lines
II/II in Fig. 1. The highly elastic backing film 6 is
covered on the side facing away from the skin by the
supporting sheet 2 of the same size. An adhesive layer 7
on which are fastened the active substance receiving
devices consisting of a ring 9 with absorbent material 10
is arranged on the side of the backing film 6 facing the
skin. The protecting layer is indicated by a 8, with the

grasping aid 5 for the two parts thereof being evident.

Further possibilities for forming the hinge 11 are shown
in Figs. 3 and 4. It is evident from the parts of cross
sections that in Fig. 3 the protecting layer 8 itself
forms the hinge material and is fastened to the upper side
of the supporting sheet 2 after wrapping around the edge.
In Fig. 4, the protecting layer 8 and supporting sheet
consist of a uniform material and therefore allow the
required hinge-like connection 11 to be produced between

the outer layers of the plaster by simply folding over the
edges.

atyde fhem g ..mmmumum.mquurmm\-.n,wru-«wﬂw-h“‘“‘mﬁ MMWWwM“mw“\.MMW P RO LA~ [ Wmm P e, e § VA 8 A L . [P




CA 02274777 1999-06-11

CLAIMS
1. Patch test plaster (1) having at least one active
substance receptacle (4) arranged on a backing film,
having a highly elastic backing f£ilm (6) which 1s made of
polymeric material, is impermeable to liquid water but
permeable to water vapour, and is releasibly connected on
the surface facing away from the skin to a supporting
sheet (2) and is provided on the surface facing the skin
with an adhesive layer (7) which is in turn covered by an
at least two-part detachable protecting laver (8) before
application of the plaster, characterized in that the
protecting layver (8) has a hinge-like connection (11) on

two opposite edges to the supporting sheet (2).

2. Patch test plaster according to Claim 1,
characterized in that the hinge-like connection (11)
between protecting laver (8) and supporting sheet (2) is
formed by adhesive fastening of a strip-like part, which
projects beyond the edge of the plaster, of the protecting

layer along a crease line on the surface of the supporting

sheet (2) facing away from the skin.

3. Patch test plaster according to Claim 1,
characterized in that the protecting laver (8) and the
supporting sheet (2) consist of the same material and are
folded continuously over two opposite edges of the plaster
to form a hinge (11l), with the ends of the flat material

coming to rest on the side of the protecting layer (8).

4. Patch test plaster according to Claim 1,
characterized in that the hinge-~like connection (11)
between protecting layer (8) and supporting sheet (2) is

formed by an attached, longitudinally creased strip (3).
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5. Patch test plaster according to Claim 4,

characterized in that the strip (3) is stuck on.

6. Patch test plaster according to Claim 4,

characterized in that the strip (3) is sealed on.

7. Patch test plaster according to Claims 4 to 6,

characterized in that the strip (3) is divided into

mutually separate sections over the length of the edge of

the plaster.

8. Patch test plaster according to one or more of the

preceding claims, characterized in that it comprises in

the axial direction a row of active substance receptacles
(4) .

o, Patch test plaster according to Claim 8,

characterized in that it comprises in the axial direction

at least two parallel rows of active substance receptacles

(4) .

10. Patch test plaster according to one or more of the
preceding claims, characterized in that the backing film

(6) has smaller dimensions than the supporting sheet (2).

11. Patch test plaster according to Claim 10,
characterized in that a marking strip which is adhesive on
the skin side and is releasibly fastened on the surface
facing away from the skin to the supporting sheet which

projects beyond the backing f£film is arranged parallel to
at least one edge of the plaster.
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