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A topical dressi ng, nmet hod of manufacturing a topical dressing and use of a
t opi cal dr e®AMWP67MBi el d of the invention 51 The invention iBcrsissibestst 0 a
topi cal dressing for dermal or transdernmal adm nistration of a substance,
conprising the features of the preanble of claim1l. The invention is also
related to a t ho og nuf act uring the tqpical dressiifglfor dermal or
transder mal adf)j &j;’gﬁ: G%Owﬁgc ogﬁﬁzﬂféﬂfi%ﬁf’p Background of the
i nvention This Invention refates 1o cfressmgs for use in the topical

adm ni stration of drugs 15 and ot her substances. It is known to

adm ni ster dr I lirk transdermally i.e. by maintaining a drug in
intimate cont nts skin so that the active constituent slowy
passes into and through the skin and is absorbed into the patient's body

over a 20 prol onged period of tinme. The drug is usually held in position
for the redui sThesinyentionds selated @ ajapiny) dressing o Aeranab ot transdegmal Ep- A- 0013606
describes an aghagicie; tRfantd, LRHHIRLHR el fedfhe6f b SheaditiOBe M.
conprises a | am ngitsg.gmgg&cﬁ?ﬁ% {satnr%’p s%ggglg tltlo pr ow?e a cawﬂt yB |clﬁ I's
filled wth a polymeric matrix containing the drug to be adm nistered. The
cavity

The invention is also related to a method of manufacturing the topical dressing for
dermal or transdermal administration according to the invention.
10

Background of the invention

This invention relates to dressings for use in the topical administration of drugs
15  and other substances.

It is known to administer drugs dermally and transdermally i.e. by maintaining a

drug in intimate contact with a patients skin so that the active constituent siowly

passes into and through the skin and is absorbed into the patient’s body over a
20  prolonged period of time.

The drug is usually held in position for the requisite period of time using an
adhesive patch.

25  EP-A-0013606 describes an adhesive patch for transdermal drug administration
which comprises a laminated backing strip shaped to provide a cavity which is
filled with a polymeric matrix containing the drug to be administered. The cavity
is bounded with skin adhesive and is sealed by a laminated cover strip which is
held in position by the adhesive. The cover strip is provided with a surface layer

30  of release material so that it can be readily separated from the backing strip to



I s bounded with skin adhesive and is sealed by a | am nated cover strip
which is held in position by the adhesive. The cover strip is provided with
a surfacew93§’3§77?30 of release material so that it can b&®CTSESS00368
separated fromthe backing strip to 20 95/ 26778 _

PCT/ SE95/ 00368 2 expose the polyneric diffusion matrix and the skin

adhesi ve for use. EP-B-0181333 descri bes an adhesive patch for transder mal
adm ni strati on which conprises a backing strip having a ring of m croporous
mat eri al fiexgebse thespalymeric diffusionahatrik anditlehskirs adhegivie\fot tisel, ene/ net al
foil/polyester |amnate. The ring of mcroporous nmaterial has a surface

| ayer of skin adhesive and defines a central cavity which contains the drug

to be adm ngplEnesh33A deSiHles ah alikesive fafth e uaﬁmﬁh%ﬁﬁﬂfgu&@dﬁ WhicRd

material as the above nentioned support sheet and is held in position to
seal the cacomprisey achagkiogstrip havinga rigk e swictopprous anateriad fixed ftaaeupport he 10

bet weenSt n ot i da & HelbeBfyidinifia, AlboNeslF BooRe T BB X Cover ot i p
beyond the midreporpes imatetia) hay a surfaceilayer of skincadhesiveoarri defines adentralhe drug in
borti on of ALY IREh SPREI G GRUE 40 OB ARHBSERA1 Rr Ve KPR 18 CORRGGHEOT: { ached
ring of m CchRAGMRYSmiTRtA hatbridlas!th@ABdVE théiftioned support sheet and is held in
position to seal the cavity by engagement of a releése'layer on the surface of the
10  cover strip with the skin adhesive, and by means of a heat seal ring between the
laminated materials of the backing strip and the cover strip beyond the outer
periphery of the ring of microporous material. The drug in the cavity and the skin
adhesive are exposed for use by separating a portion of the lamination material of
the backing strip with the attached ring of micropbrdu’s material by tearing the
15  laminated material around a ring of perforations.

With the é.bove mentioned known constructions sealing of the cavity is achieved by
virtue of the engagement between the layer skin adhesive on the backing strip and
the release layer on the cover strip, and in the case of EP-B-0181333 also by

20  means of the outer heat seal ring. With this arrangement there is the problem that
the drug in the cavity may at least partially éscape, e.g. by diffusion into the
surrounding adhesive and/or other layefs, especlally if the drug is of a'mobile or
volatile nature, and particularly if the drug is present in the cavity by itself or
absorbed on a pad or otherwise in readily releasable form rather than being .

25 incorporated in é rotentive medium such as the polymeﬁc matrix of EP-A-
0013606. Since transdermal dressings may be used for accurate administration of
predetermined quantities of drugs it will be appreciated that escape of quantities of

the drug from the cavity can constitute a serious problem.

30 A topical dressing of the above mentioned type is also described in Australian



15 | am nated material around a ring of perforations. Wth the above

ment i oned kKWOA$26W8st ructions sealing of the cavity is achi ererisivsonest ue
of* the engagenent between the | ayer skin alhesive on the backing strip and
the rel ease layer on the cover strip, and in the case of EP-B-0181333 al so
by 20 means of the outer heat seal ring. Wth this arrangenment there is
the problemthat the drug in the cavity may at |east partially escape, e.qg.

by diffusion i : ' hess /: r . ially
¥ the drug i SAspt ARPAGHoR MCIS05 B8 D thesiilgif prided wi U BhPInE BRRE ° U
is present inwhieh cantaihy a backing sticet whichtondy partly wovers pizeiresilient lagenarsie i n
readily rel ea ab_le{%rmratgfer thanbgéai 25 I ncorporated in a retentive
medi um such ad2Yi8 the fepiees of thePreamblg ofglaim 19013606, Since transder nal
dressings may be used for accurate adm nistration of predeterm ned
quantities of drugs it will be appreciated that escape of quantities of the

drug from® he I #he abpve apentioned Australian delyment shesbagking sheesds providesiascal
dressing of t iR Gs B VabiBE Wioh? Qulifp Protflcslis G54 Riichded 1S Litbd Ahe . VO
Pat ent Appl i cdyions, biv the/Cohfinudiis. layericf resikens invageriab appredewmined pbsidoisacki ng
: g:; \Qﬂhc he ngsails r;zspr%ce%%(r:é( Iwﬂg:hsh%%%gerwg}lvgshra?sgltx apnaerv} lla%bfe(t)ﬁ/. 2 ttlsgethé esiiient
backing sheet is made of a very thin material, about 10 - 50 um, the edges of the
10  pieces of backing will bend upwards which makes the application of the discs on
the resilient structure more difficult and, under certain circumstances, almost
impossible. Even if the disc is placed properly on to the resilient structure the
sealing between the disc and the resilient structure might be negatively influenced
and leakage could occur during use of the patch.
15
The most obvious way to solve this problem is to provide the backing disc or sheet
as a continuous layer covering the whole continuous layer of resilient material.
This will however provide a non-flexible dressing which would be difficult to
apply on several parts of the body such as elbows, knees, hands etc. It would also
20  create a significant discomfort for the user. Therefore the backing sheet has to be

smaller than the resilient material in the final patch.
It is therefore necessary to solve this probiem without deteriorate the flexibility of

the final product.
25

The invention

It is therefore an object of the present invention to provide a topical dressing of
30 the above mentioned type which overcomes the drawbacks with the known



having the features of the preanble of claim1l. 5 In the above nentioned
Austral i an dokunent the backing sheet is provided as single pieces of

backi ng W@ 2%267tur i ng production, are intended to be pl acedr/spssole one, on .

the continuous | ayer of resilient mater4dal at predeterm ned positions. This
I's a procedure which however gives raise to a new problem Because the
backi ng sheet is made of a very thin material, about 10 - 50 [err]m the
edges of the 10 pi eces of backing will bend upwards whi ch nakes the
applicatio : i I fedeink i @R&ﬂ y lef dkdrC and,
~under cert g(lk ?i;s(l:'fég ?3%@@?&@@“%?&@?‘1“@2@2‘?%?“&9%6 i f&{ ﬁig s(ijclirggf ilhg pl aced
proper |y onusepwitheutrleakage ofi thesactive isubstanté: end; whichrig epsyt tocapply ard di sc and t he

resilient structure mght be negatively influenced and Le coul d occur
during use ‘Eﬂmfgﬁgblﬁg?"cﬂ‘.e uper ‘Yﬁgg%gﬂ\{&ﬁé\ﬂ“% S 'yﬁtlﬁ lwﬁé%% problemis
to provi de ddaQetiamtith tantftureand Mich @& b readily insealed e requiredrfong t he
whol e conti nuous_ | ayer of resilient material. This will however provide a
non- f | eXi bI@PBP@!Q&‘itﬁg}hWEh woul d be difficult to apply on several parts of
t he body such as el bows, knees, hands etc. It would al so 20 Create a
significant disconfort for the user. Therefore the backing sheet has to be
smal | er t haThis ieachieviel ibyrprovidingrthebadking steuchire avithpstriphextending t her ef ore
et Suantly o e eiohey el 3P te 1EkiSE R Wokaddhnd By s 1

of the resilient layer, as described in the characterising portion of claim 1.

10 | |
Further preferred embodiments are described in the dependent claims 2 4
to 4.

It is also an object of the present invention to provicie a method of manufacturing a
15 topical dressing for transdermal administration as described in claim 5, as well as

a use of the topical dresSing according to the invention for transdermal

administration af an active substance as described in claims 9 and 10.

Further preferred steps are described in the dépehdént claims 5 to 8.

20 _
Brief description of i
The topical dressing according' to the present invention will now be described by
way of example with reference to the appended drawings, wherein

25 |

Fig. 1 is a sectional view of the preferred embodiment of the dressing according to
the invention, taken along lines I-I in fig. 3,

Fig. 2 is a face view of the of cover structure of the dressing in Fig. 1,
30



The |nvent| |s therefore an object of the present invention to provide
a topical of 30 t he above nentioned type whi ch oVRCTKSENSHOI6H
drawbacks W|th the known WD 95/ 26778 5

PCT/ SE95/ 00368 4 dressings and which provi des a dressing which adheres
properly to the skin of the user without |eakage of the active substance
and which is easy to apply and confortable for the user when di spatched on

the skin. It iRgad fwa fdcepiew afl thecofrbacking struétorensinthié dedssing imFg.v)i ch can be
readi |y unseal ed when required for 5 application to the skin. This is
achi eved by providing the backing structure with strips extending outwardly

from the peri mgry iesaRgRimhitR iNagkdtiod ofiaSheth6def HanifaSuBfg it @eYsifges of
the resilient layer, as described in the characterising portion of ¢claim1.

10 Further preferred enbodi nents are described in the dependent clainms 2 to
4. 1t is so an object of the present invention to provide a nmethod of
manuf acturing a 15 topical dressing for transdernmal adm nistration as

described in QepiledTieseription|df thsdrawings

The dressing is now described in relation to a preferred embodiment of the
dressing according to the invention,

10
The dressing has a backing structure 1 and a cover structure 2, as can be seen in
Fig. 1 to 3.

The backing structure 1 comprises a disc 3 which is preferably, but not

15  necessarily, circular and made of impermeable material, e.g; a laminate such as
for example a metal foil coated on opposite sides with polymer layers. One side of
the laminate or one of the polymer layers is fixed centrally to a layer 4 of resilient
material, such as for example plastic foam material. The resilient foam material is
coated with a layer 5 of an adhesive which adheres to the skin of a user.

20 |
The covering structure is made of an impermeable material, e.g. a laminate such
as for example a metal foil coated on one side with a polymer layer. In the
preferred embodiment of the invention the covering structure is made of a metal
foil which is thicker and more rigid than the material of the backing structure.

25  This covering structure provides a support for the dressing in order to prevent
deformation of the dressing and leakage of the active substance during storage and

handling.

In order to prevent the bending up of the edges of the disc 3, when it is placed on
30 the resilient layer during the manufacture process, the disc 3 is provided with



a use of the topical dressing according to the invention for transdermal
adm nistration af an active substance as described in clains 9 and 10.
Further MY@P¥I7THI steps are described in the dependent cl rCmwsESsosss8. 20
Brief description of the drawi ngs The tépical dressing according to the
present invention will now be described by way of exanple with reference to
t he appended draw ngs, wherein 25 Fig. 1 is a sectional view of the
preferred enbodi ment of the dressing according to the invention, taken

along i nesrelrff&rcir@ %ths 2@ —ngégg S&%\S/\L%%gﬁé? ggé;%my,ewupﬁott,{égé@iﬁlgpy@ﬁ apHir ucture

of the dressing i
PCT/ SE95/ 00&éhding from tBe iperiphery edge/ofcthe slisct heutwrrdly tx thegpesiphery: ¢dees of t he

cressin9 ) P isier 4 o8 pPhOPURRET ferfphbr 4 o 2, ot oo of
preferably, but not necessarily, about 90° relation to each other, see Fig. 3. The
5  strips 20 are of the same material as the disc 3 and fixed to the resilient layer 4.
The size of the strips 20 is determined by the distance between the periphery edge
of the disc 3 and the periphery edges of the resilient material 4. Tests have shown
that best result, that is a total elimination of the "bending up-effect” is achieved
when the strips 20 are positioned centrally along the si&es of the resilient layer 4
10 as can be seen in Fig. 2. The strips 20 must have a certain sideward extension, eg.
a certain breadth, for the wanted effect to be achieved but it must be as small as «
possible in order to not significantly deteriorate the resiliency of the resilient. layer
4. In the preferred embodiment the breadth of the strips 20 is about 5 to 20%,
preferably about 10%, of the total length of the sides of the resilient layer.

15
The disc 3 is centrally fixed to the re#ilient layer 4. The résilient layer 4 has a
centrally provided substantially circular cut-out 7. The entire surface of the
resilient layer is coated with the adhesive 5 and the centraily provided cut-out is
totally free from such adhesive. '
20

A cavity 8 is defined within the cut-out 7 and a disc-shaped pad 9 of a porous
material is placed within the cavity 8. The thickness of the pad 9 is slightly thicker
than the thickness of the resilient layer 4. The pad is located centrally in the cavity
and has a diameter which is smaller than the diameter of the cut-out 7 so that an
25  annular space 10 is defined therebetween. The pad is fixed to the disc 3 in any
suitable manner such as for example heat swlmg :

The cover structure 2 comprises a disc 12 of impermeable material such as a metal
foil coated on both sides with polymer layers. One side of the disc 12 is fixed to a
30  sheet of a release liner 13 and the disc 12 could be fixed to the release liner 13 by



The dressi n%s now described in relation to a preferred enbodi ment of the
dressi ng acWS W28t o the i nvention. 10 The dressing has a 5K%3/0036
structure 1 and a cover structure 2, as capn be seen in Fig. | to 3. Tﬁe
backi ng structure 1 conprises a disc 3 which is preferably, but not 15
necessarily, circular and nade of inperneable material, e.g. a lamnate
such as for exanple a netal foil coated on opposite sides with pol yner

layers. One siflgrQfiartHagt sl THE! Rlese PR 18fis ph&id \wm% et utlodt {4 xed
centrally to a layer 4 of resilient material, such as for exanple plastic

f oam mat er i al .having the same size as Hhersutouby iimthe resiionttlayerd.th a | ayer 5 of an
adhesi ve whi ch adheres to the skin of a user. 20 The covering structure is
made of an inperneable material, e.g. a |lam nate such as for exanple a

metal foil codftedover stnﬁ:tmmexs\appﬁbdatopmwmﬁng emwturellnsdmat thedinef 18ds in
enmbodi nrent _of the invention the coverlwig str ture is made of a netal foil
whi ch i s thi clalignedsupegmposedd ’é(F'CS?'te@ H%“ﬂtﬂéh)’ﬁg“sﬁ“ﬂl}m ure.

25 Th d
o provent defaPiareRrct °E2Qé‘9*é§§?‘?ﬁg RS oegive o d ST bR O

during storagalissd amntll.i ng. In order to prevent t he bendi ng up of the
edges of the disc 3, when it is placed on 30 the resilient |ayer during
t he manuf acture process, the disc 3 is provided with

The central circular portion 16 of the disc 12 is formed so that a substantially
10 circular ridge 17 is provided thereby defining a dish 18. The form of the ridge 17
is chosen so that it will be placed within the confines of the cut-out 15 in the
release liner 13 and resilient layer 4 when the cover structure 2 and the backing
structure 1 are joined together. In this position the ridge 17 will project through
the two cut-outs 15 and 7 into engagement with the disc 3. The ridge 17 is heat
15  sealed to the disc 3. '

The active substance intended to be dermally and transdermally administered by
the use of the dressing according to the invention is absorbed in the pad 9. The
pad is made of a porous material, preferably cellulose-material.

20 ,
Examples of active substances which can be dermally and transdermally
administered by using a topical dressing according to the invention are local
anaesthetics, such as EMLA', analgesics, steroids, nicotine, antibiotics.

25  Due to the preferred construction of the dressing the active substance is wholly
sealed between the disc 3 and the disc 12 whereby there is no possibility that the
substance could escape into adjacent layers.

When the dressing is to be used the covering structure 2 is peeled off whereby it
30  separates from the adhesive layer 5 at the release liner 13 and the ridge 17 pulls
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6 reinforcing strips 20. These strips 20 are preferably, but not

necessar iWQ9S263T# and extending fromthe periphery edge ofecriseosiiosss 3
outwardly to the periphery edges of the §esilient |ayer 4 and provided

al ong the periphery of the disc 3 in preferably, but not necessarily, about
90[err] relation to each other, see Fig. 3. The 5 strips 20 are of the
sanme material as the disc 3 and fixed to the resilient |layer 4, The size of

the strips 2ayJroheted dise8tuptirin} thelical HefebeieETRe tRgsing cadiiRhbecdge of
the disc 3 and_ the erlpher edges, of the resilient material 4. Tests have

shown that [9gRYed dthe skingse t‘lt§e adhesivg) layer Sholds the dressingia positionwith

“up-effect” Iy ips 20 are positioned centrally along
t he sides ofﬁt ?glgl wn%%@%rﬁj as can be seen in Fig. 2. The

strips 20 nust have a certain si devvard ext ensi on, eg. a certain breadth,

for the d effect to be achieved but it nus e s II as ssiblein

order t no'i-ﬁ@ ‘i’ﬁ?ﬂq ‘G%‘[@‘?ﬁ‘?r Fé“‘feﬂgo'}?éﬁ% F??Yent

layer 4. 1ndded 2561% fvard &G@%ﬂﬁ@hﬁ@ﬁub&f&ﬁ@v@d%éﬁﬁsﬁrbﬂ%&%&ﬁ about
y u

5 to 20% prefer 10% of the total length of the sides of the
resilient | axhilst ensprivgadequate lgvels of hygieng and secyrity. Moreower, theiresulting | ayer 4.

LU e%eésﬂ%% pﬁrr.ﬂﬁﬁ:@ convenient to use and effective medication can be achieved
whilst avoiding escape of substances likely to contaminate clothing and be
10  uncomfortable for the patient.

The dressmg described above can be manufactured by using a method as described
below with reference to Fig. 4.

15
The impermeable laminate of the covering structure is prefabricated and provided
as a first continuous elongated sheet 21 on a first roller 22. The ridge 17 is formed
in first sheet 21 in a stamping station 23 thereby providing a dish 18.

20  The resilient layer 4 with the adhesive 5 and the release liner 13 is supplied as a
second continuous elongated sheet 41 from a second roller 42 and the cut-outs 7
are provided in a cutting station 43. The cut-outs defines the cavities 8 in the
resilient stnicture. After the cutting this second elongate'sheet 41 is placed on top

~ of the laminate of the covering structure, e.g. the first sheet 21 and fixed thereto,

25  preferably by heat sealing.

In a parallel production line the backing structure 1 is manufactured. The
impermeable laminate of the backing structure is prefabricated and supplied as a
continous elongate sheet 51 and provided on a third roller 52.

30  Thereafter the pads 9 which have been prefabricated are applied from colons 91,



centrally ' substantially circular cut-out 7. The entire surface of
the resili 2‘?‘&8\%@@'&? is coated with the adhesive 5 and the cdl/sR95/)0368
provi ded cut-out is totally free from sucl® adhesive. 20 A cavity 8 is
defined within the cut-out 7 and a disc-shaped pad 9 of a porous nmateri al
Is placed within the cavity 8. The thickness of the pad 9 is slightly

t hi cker than the thickness of the resilient |ayer 4. The pad is | ocated
central ly in tplezed @anithe bankihghsbeetcandi sealed ¢o itvihiacdealing station ©2. Theaactivee

di ameter of th ut-ouf, 7 so th n.25 nnul ag..space. 1Q.i s, defi ned

t her ebet ween. s‘?‘?ﬁi“fﬁds_ f’?’ﬁ%@pﬁl ?‘Hé“%ﬁ’@&%@%rf QHVQ%DB&%W Quch as
for exanpl e hed atrRelit B%reféﬂéd@@&?ﬁlr%ﬁé#&fvﬂ%ﬁbs&xﬁ@'ﬁdﬂ%tﬂe h&/e beén Of

i npermeabl e material such as a netal foil coated on both sides with polyner

| ayers. One siplheednd sealedi tocbatking sheat butittis also possible ke applytheractiveease | i ner.

13 and the dis 2 could he fixed to the,rel.ease liner 13 by WO 95/ 26778
PCT/ SE95/ 36§&¥%@°8$F'%?§F%@a? @&‘3}‘8% Whease liner 13 is provi ded

with a central cut-out 15 having the same size as the cut-out 7 in the

resilient layer, 4. The cover structure 2 is applied to the backing ,

CEruct ure 1" Sdfiektbe Pioe; ot e pads the clopgate sheel BT s passedon {6 2 Gating Sation
53. Here the parts of the material of the laminate which do not form part of the
disc 3 and the strips 20 are cut away in such a manner that the backing material is

10  still kept as an elongate sheet whereby strips provided on adjacent discs are
connected to each other. Hereby the bend-up of the edges of the discs is avoided
which, as described above, facilitates the handling and manufacture significantly.

In the next step the continuous elongate sheet of discs 3 and strips 20, with the

15  pads 9, is turned upside-down and placed on top of the resilient layer 4 as can be
seen in fig. 4. The pads 9 are thereby placed within the dish 18 defined by the
ridge 17. Thereafter the resilient layer 4 and the covering 2 on the one hand and
the backing disc 3 and the ridge 17 on the other hand are fixed together,
preferably by using heat sealing, at a sealing station 55. Circular heat sealing rings

20 6 are thereby provided surrounding the cavity 8, the ridge 17, the dish 18 with the
pad 9 and the cut-outs 7.

The continuous sheet of dressings which is the result of the above described

method is cut in a cutting station 56 in order to provide the single pieces of
25  dressings.

Possible modificati he invention

30  The dressing and the manufacturing method according to the invention could of



5 al i gned superinposed relationship with the adhesive-coated resilient

| ayer 4 and the two structures 1 and 2 are held together by the adhesive 5
and a seaWOPS2688n t he discs 3 and 12. The central circul apcrsosisygs 16 of
the disc 12 is forned so that a substanggally 10 circular ridge 17 is
provi ded thereby defining a dish 18. The formof the ridge 17 is chosen so
that it will be placed within the confines of the cut-out 15 in the rel ease
liner 13 and resilient |ayer 4 when the cover structure 2 and the backing
structure 1 Y] (e’ ey e ridge 17 wll project
t hr ough thecta&‘geé’gt-%ﬂ?é@%?hglﬁ%’e#ébﬁt%tg%g@ge%dg?a{v#fh the disc 3. The

ri dge 17 i s Thas thematersals chasen aboveccadi becchangetlas well as/thesfotra tand sizes of ended

be d I d I | by..t h f. the d i
hocor ding t ahd AR GRS O Rtcutar 06 ci-Puts BB AISIST (4R Backing RuctiBe of o
porous mat el R°§g%§%ﬂ§ de alﬁéde Bt LodB AV ﬁbr%?lﬁ_)@f SuiABR RPmOkudCls Ve

subst ances whi c ermally and transder admni stered by using a

t opi cal Xir edeinggovat,oquadriatig or sectangulany Ehe stoips 20 sol prowidled wifferently such as

orof b od CHRRER e PRRBIEY of ek BFine Akl St g coul ity ,

seal ed bet wdermd. leischewever impbrtanetadavoid fhié bend-pleffechof theiedgesoofthe isel | i ty
t hat the substance coul d esca into adjacent.layers. Wien the dressing is
e e RENg S MaRy/actire of e Gressing. Shs king $eisRise Bt bt Rexible but

at the same time provide a impermeable backing support for the active agent.

10
The backing structure and the covering structure may be - | ‘
formed from the same or different materials, preferably a metal foil/polymer |
laminate but any other material having similar characteristics may be used. The
polymer content of the laminate may be polyethylene, polypropylene, polyester,

15  ionomer,

The working statioxis as well as the steps of the manufacturing line can also be
modified within the scope of the appended claims |



separ m t he adhesive layer 5 at the release liner 13 and the

r| dge 17 pﬁﬁ‘?}s} Q’V\o 95/ 26778 PCT/SE95/00368

PCT/ SE95/ 00368 8 away fromthe disc 3 rupllring the seal therebetween. The

dressing can then skin so that the adhesive |layer 5 holds

the dressing in posj mﬁlmﬁm Iﬂ!ymlad 9 in cont acteMitB-t-he-skin—~5— The

topical dressing accoram ng t® the 1 nvention can bi reafeliyeT HA etern
b

S

securely cl os@ljmsnd advant ageous manuf acture can |be ackwesyadEDn a nfss
production basis whilst ensuring adequate | evels ; THrity.
Moreover, the resulting dressing is particularly convenient to use and

ef fect i ve mediy Catlogbg&apot e% W&ﬁkd&&&l Hlﬂﬂuﬁﬁﬁ@ﬁ%f‘ifsuﬁﬂhﬁieances

likely to contan na unconfortable for the patient.

The dressing descnompdslag)a\mmag styuctieen(l) somprisiog b\disesBh pa@®hod as
desor L oed ol O Wb hE e bt 4 i Il VAR © o
el ongat ed sheet 2previded dn o sxd@tﬂe&rof,Zﬂle ridﬁl@entﬂaggeaﬂﬂth&dhesxmﬂemgu first
sheet 21 1n a stanp i hg Swith a Sut-aut (7) defimiig 5 cavity (8)dn Wiikh the bad (9) is

placed, the disc (3) of the backing structure (1) being provided on the side of.

the resilient layer remote from the side provided with the adhesive and partly

10 covering the resilient layer (4), and a covering structure (2) having a release
liner and a dish (18), the dish being formed to receive the pad (9) during
production and storage of the dressing, said covering structure (2) being

provided on the adhesive side of the resilient layer (4), characterise
d in that the backing structure (1) is provided with one or more stripé 20)
15 extending outwardly from the periphery edge of the backing disc (3) towards
the periphery edges of the resilient layer (4) and in that the cover structure
(2) and the backing structure (1) are sealed together within the cavity (8).

2. Topical dressing according to claim 1,characterised in that the
20 strips (20) are preferably four and provided along the periphery of the disc 3
in about 90° relation to each other. '

3.  Topical dressing according to claim 1, characterisedin that the
strips (20) are made of the same material and cut out from a continuous
25 elongate sheet (51) but connected to the disc (3) thereby providing a

continuous elongate sheet.

4.  Topical dressing according to any of the preceding claims,
30 characterised in that the covering structure (2) comprises a
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20 The resilient layer 4 with the adhesive 5 and the release liner 13 is
supplied as a second‘C’Oﬁt’l_rmTTs’(a_lT)—@at ed sheet 41 froma second roller 42
and the WM 7 ' ' \a cutting station 43. POESEIS00388t S
defines the caVItlegllﬂ!“imlmﬂmum entl2strugture. After the cutting this-
second el ongate she 1 1ts pl ated“on top of ' e covering
structure, e.g. the first sheet 21 and fixe BET b3S BREN=fler abl y by
heat sealing. In a parallel production |ine EBtructyre 1 is
manuf act ur ed.  ThgelinPaisE% 8 Havindnd Aase(19), definingos Hish (18] GhE BTk _
prefabricated and supplied as a continous elongate sheet 51 and provided on
a third rol | er ler (83), wherebydhe ridge (173 operdaysghepavity @hwdthizhe pag(®¥ abr i cat ed
are applied from,colaons. 9 8.

PCT/ SE95/ 00368 H9dF &8@3‘“0‘%’“%%&%5%@"%&&%“ (R gevesn e pad (Pand the 1 i ng
station 92. Thesutuhding Tesitiénitayer i(4) théreby défiring aspdli arouridothelpad witls 9 at t he
filling_station 93. According to the above it is preferred to apply the
active §ubstanc@°;§ﬂ'€§m§?ft er they have been placed and seal ed to backing
sheet but it is also possible to apply the active 5 substance before the-
step of placing and sealing. After the filling of the pads the elongate
sheet 51 is§ .pasMedlodmftmm%mngathpi(al tixessing comprising the steps of:

- supplying a first continuous elongate sheet (21) of an impermeable
material, _ _ |
10 . stamping out a ridge (17) in the first sheet (21), |
- - . providing a second continuous elongate sheet (41) of a resilient layer '

(4), having an adhesive (5) provided on one side and a release liner (13)
provided on the adhesive (5) and having_cut-outs_ (7), on to the first
sheet (21) in such a manner that the side of the resilient layer (4) which
15 is provided with the adhesiv_e (5) and the release liner (13) is placed on
to the first sheet (21) and so that the cut-outs (7) of the resilient layer
(4) and the release liner (13) respectively and the ridge (17) of the first
sheet (21) being in aligned superimposed relationship with each other
thereby defining the cavities (8), |
20 - supplying a third contixiuous eiong_ate sheet (51) of an impermeable,
preferably prefabricated, backing structure (1) of an material,
- supplying pads (9) of a porous material to the third sheet (51),
- cutting away part of the material of the third sheet (51) thereby
providing a continous elongate sheet of backing, |
25 - placing said continous_ elongate sheet of backing, with the pads (9), on
top of the resilient layer (4) thereby covering the cavities (8) and partly
coverihg the resilient layer (4), whereby the pads (9) will be provided
within the ridge (17),
- cutting the continuous sheet of dressings to provide single topical
30 dressings of the type described in claims 1 to 4.
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53. Here t rial of the | am nate which do not form part
of the di St}@g%q he mﬂ’ ”i" avvay in such a nanné’ﬁ—'l‘tsﬁaim@ﬁﬁa

backing material is 10* an 13| ongat e sheet
provi ded on adj acent di scs are coﬁneét ed to each other. '
of the edges of the discs is avoided which, as describe¢.a

t he handling and manufacture significantly. In the next step tf oS
el ongat e sheeb. of Miitlsglsac8omidirg - mtaiaxps5,2®hemntthebhduﬂg5$u'uqnn'dss &)rmed turned

upsi de- down and pl.aced  on of .the resiljent seen in
70, 4. The pads. SR80 BT Heleaely b (APl SPEG20CAHRE Pric
ridge 17. Ther eaf gigés (3)ard ralil{ substattially cixbdlart BeowdVaid the s@iper20e one
hand and t he backi ng dISC and the ridge 17 on the ot her hand are fixed

t 6get her, pref er a@¥tn wwax%fmthesps&p .edge of thecdisG (- st ati on 55.

Crcul ar Reat sealing rings 20 6 are thereby provi ded surrounding the
cavity 8, 'the ridge 17, the dish 18 with the pad 9 and the cut-outs 7. The
cont i nuous shget Metlmd%sbndgxg totalaim 6,swhdsremrtbssllnps<620)tm thiodises (Byre i bed
method is cut in a cu n tation .56 in order, to rOV|de si ngl e pi eces
0F 58 dr essi ngsmaRHEIRJTor RERIOUS HOTGHE, et ol JBHEERb R G

dressing and the fpQedfifokiidlty RAAPCEWACEH PitcBIof the!mfteridl WAL QR ﬁ‘dllé' d of
part of the en& product, whereby the strips (20) connect the discs (3) to each

"‘l——-—-‘.

10 other during manufacture and form a continuous layer of the backing

material.

8. Method according to claim 6, wherein the strips (20) are four and arranged
along the periphery of the backing disc (3) at an angle of substantially 90° in
15 respect of each other.

9. Method according to claim 5, wherein the active substance is applied to the
pads (9) before the pads are placed on the backing structure (1).

20 10. Method according to claim 5, wherein the active substance is applied to the
pads. (9) after the pads have been placed on and sealed to the backing discs

A). '_

25 11. Use of a topical dressing according to claim 1 for dermal or transdermal

administration of an active substance.

12. Use according to claim 11, wherein the active substance is a local

anaesthetic.
30
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WD 95/ 26778 PCT/ SE95/ 00368
10 course be nDdlfl ope of the appended clains. Thus, the
mat eri al swﬂﬁéléﬂﬁsa ﬂ[’ﬂﬂd’md as well as the for mmr‘smsma; of the
different parts. In pantlau ut -but s apd—the—ti-se—oF backi ng

structure nmust not necessarily be circular b n+m98HEEhH%§Eﬁ§W t her
suitable form such as 5 bei ng oval, quadrgtic RERLAEEEhqul a The strips
20 coul d be provided differently around t he y_of the disc of the
backing strygt ng 't&iciafqudwi.éﬁnﬁﬂkat:e&m stahcd & v i nportant
to avoid the be up e of the edges of the disc during the manufacture
of the dressing. The backlng structure nust be flexible but at the sane
time provide a inperneabl e backing support for the active agent. 10 The
backi ng structure and the covering structure may be formed fromthe sane or
different materials, preferably a nmetal foil/polynmer |am nate but any other
material having simlar characteristics my be used. The pol yner content of
the | am nate may be pol yet hyl ene, pol ypropyl ene, polyester, 15 i onomer .
The working stations as well as the steps of the manufacturing |ine can

al so be nodified wthin the scope of the appended cl ai ns

_—
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Clains 1. Atopical dressing for dermal or transdermal adm nistration of a
subst ance, woOp26738 ng a backing structure (1) conprising a CISES00368a pad
(:9) containing the active substance, a resilient layer (4) with an adhesive
(5) provided on one side thereof, tthé 2esilient |ayer and the adhesive
being provided with a cut-out (7) defining a cavity (8) in which the pad

(9) is placed, the disc (3) of _t backing structure (1) being provided on
the side of the resilient IazgﬁJE%ZD ;ggn1the side provided with the
adhesive and partly covering-the §'i‘ t layer (4), and a covering
structure (2) having a relea | and a dish (18), the dish being forned
to receive the pad\é95 during production and storage oV7thanressMn§0
covering structure

layer (4), ¢ h a [RCOREW M RGN INE Dt

provi ded with one S
peri phery edge of

t Ae Kacking discg
resilient layer ( and in

sai d




that the cover structure (2) and the backing structure (1) are seal ed

t oget her wWYRP¥26He cavity (8). 2. Topical dressing accordi RETEEISO03Bm 1, ¢
hrar acter i sedinthat the s%i})s (20) are four and provided al ong
t he periphery of the disc 3 in about [erz] relation to each other. 3.
Topi cal dressing according t ml, characterisedinthat
the strips (20) are nade of ﬁ ' nuous el ongate sheet (51) from which
parts have been cut out in okd gp provide said disc (3) with said strips
(20). 4. Topical dressing agCerdifip to any of the preceding clainms, ¢ h ar
acterisedinthat the covefing structure (2) conprises a covering
disc (12) having a ridge (17), def{Ring a dish (18), and alprel ease |iner

i

(13), whereby the ridge (17) o'\Ter\Iaﬁ the cavity, (8) wth Cl ai s
X W |
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1. A'topical dressing for dermal or transdermal administratiton of "a . 7¢3
sybstance, conprising a backd nprising a disc (3), a pad
(9) containing the active substancen 2 resiticent] | ayer (4) with an adhesive
(5) provided on one side tHEEdiciAhe resid Fxisn |l ayer and the a@HesilVe
being provided with a cut-out (7) defining a cavity (8) in which the pad
(9) is placed, _the disc (3) of the backing structure (1) being provided on
the side of the resilient |layer renote fromthe side provided with the
adhesi ve HN ing the resilient layer (4), and a covering
structureﬁmmummﬁ"'ease liner and a dish (18), the dish being fornmed
to receive'the ﬁad"(Qf dliri ng producti on and storage of the dressing, said
covering structure (2) being provided on the adhesive side of the resilient
|layer (4), char acteri sedinthat the backing structure (1) is
provided with one or nore strips (20) extending outwardly fromthe

peri phery edge of the backing disc (3) towards the periphery edges of the
resilient layer (4) and in that the cover structure (2) and the backing
structure (1) are sealed together within the cavity (8).

Claims

1. A topical dressing for dermal or transdermal
administration of a substance, comprising a backing
structure (1) comprising a disc (3), a pad (9) containing
the active substance, a resilient layer (4} with an
adhesive (5) provided on one side thereof, the resilient
layer and the adhesive being provided with a cut-out (7)
defining a cavity (8) in which the pad (9) is placed, the
disc (3) of the backing structure (1) being provided on
the side of the resilient layer remote from the side
provided with the adhesive and partly covering the
resilient layer (4), and a covering structure (2) having
a release liner and a dish (18), the dish being formed to
receive the pad (9) during production and storage of the
dressing, said covering structure (2) being provided on
the adhesive side of the resilient layer {4), c har a c
terisedin that the backing structure (1) is
provided with one or more strips (20) extending outwardly
from the periphery edge of the backing disc (3) towards
the periphery edges of the resilient layer (4) and in
that the cover structure {2) and the backing structure
(1) are sealed together within the cavity (8).

2, Topical dressing according to claim 1, charact
er i1 s ed in that the strips (20) are four and provided
along the periphery of the disc 3 in about 90° relation
to each other.

3. Topical dressing according to claim 1,

characterisedin that the strips (20) are
made of a continuous elongate sheet (51) from which parts
have been cut out in order to provide said disc (3) with
said strips (20).

4. Topical dressing according to any of the preceding
claims,

" characterisedin that the covering
structure (2) comprises a covering disc (12) having a
ridge (17), defining a dish (18), and a release liner
(13}, whereby the ridge (17) overlays the cavity (8) with

wat
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B '-"’{8
er i s e d in that

2. Topical dressing according to
the,strips (20) are four and prOV| ry of the disc 3 in

about QGTETTT“ETBIrﬁn—%e—eaCh ot H cal dreSS|ng accordi t
claim1l, i sedin that the strips (20) are néﬁg 3&‘5&96
conti nuou.m QI w @ &'lm(Sl) fromwhich parts have been cut out in order
to provide sai th said strips (20). 4. Topical dressing
according to any of the preceding clains, c har acteri sedinthat
the covering structure (2) conprises a covering disc (12) having a ridge
(17), defining a dish (18), and a release liner (13), whereby the ridge
(17) overlays the cavity (8) with Clains 1. Atopical dressing for
dermal or transdernmal adm nistration of a substance, conprising a backing

V-—.v-

the pad (9) and is held in contact with the backing disc
(3) between the pad (9} and the surrounding resilient
layer (4) thereby defining a seal around the pad with the
substance.

5. Method of manufacturing a topical dressing comprising
the steps of:

- supplying a first continuous elongate sheet (21) of
an impermeable material,

- stamping out a ridge (17) in the first sheet (21),

~ providing a second continuous elongate sheet (41) of
a resilient layer (4}, said second continuous elongate
sheet (41) being produced in a previous production line
where cut-outs (7) have been formed in said resilient
layer (4), an adhesive (5) has been applied on one side
and a release liner {(13) has been provided on the
adhesive (5}, said second continuous elongate sheet (4)
is provided on to the first sheet (21) in such a manner
that the side of the resilient layer (4} which is
provided with the adhesive (5) and the release liner (13)
is placed on to the first sheet (21) and so that the cut-
outs (7) of the resilient layer (4) and the release liner
(13) respectively and the ridge {(17) of the first sheet
{(21) being in aligned superimposed relationship with each
other thereby defining the cavities (8},

- supplying a third continuous elongate sheet (51) of
an impermeable, preferably prefabricated, material as a
backing structure (1},

- supplying pads (9) of a porous material to the third
sheet (51),

- cutting away part of the material of the third sheet
(51) thereby forming the backing structure as discs (3)
whereby one or more strips (20) extending from their
periphery are formed thereby providing a continuos
elongate sheet of backing,

- placing said continuos elongate sheet of backing,
with the pads (9), on top of the resilient layer (4)
thereby covering the cavities (8) and partly covering the
resilient layer (4) and the pads (9) within the ridge
(17),

- cutting the continuous sheet of dressings to provide
single topical dressings of the type as described in
claims 1 to 4.
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: L ho
structure (1) conprising a disc ning the active
substance, a resilient |ayer (4i provi ded on one %&ﬂﬁ
thereo%\the__rﬁl lient | ayer ang P -1 rovi ded wi 2rk a0&ut t
(7) defining a cavity (8) in which the pad (9) is placed, the disc (3) of
t he ba mu&m, m ) being provided on the side of the resilient |ayer
r enot e 'Hﬁ £V|ded with the adhesive and partly covering the
resilient Iayér X4)s and a covering structure (2) having a release liner
and a dish (18), the dish being fornmed to receive the pad (9) during
production and storage of the dressing, said covering structure (2) being
provi ded on the adhesive side of the resilient layer (4, char acter
i s edin that the backing structure (1) is provided with one or nore
strips (20) extending outwardly fromthe periphery edge of the backing disc

(3) towards the periphery edges of the resilient layer (4) and in that the
cover structure (2) and the backing structure (1) are seal ed together

W thin ”be cayy t>h )acc%ﬁ%:}é% éﬁ@?ﬁ'é’g vﬁ]é‘z%fl‘ﬂ %tq:Jl 'sm(:IZO)C har a
cterin:g At 131 18 dOWy
extendlng outwardly from the periphery edge of sald disc

(3).

7. Method according to claim 6, wherein the pieces of
the material which are not a part of the end product are
cut away from a continuous elongate sheet of impermeable
film of flexible material from which said discs (3) with
strips (20) are manufactured, whereby said strips (20)
connect the discs (3) to each other during manufacture
and form a continuous layer of the backing material.

8. Method according to claim 6, wherein four strips
(20) are formed for each disc (3) and arranged along the
periphery of the backing disc (3) at an angle of
substantially 90° in respect of each other.

9. Method according to claim 5, wherein the active
substance is applied to the pads (9) before the pads are
placed on the backing structure (1).

10. Method according to claim 5, wherein the active
substance is applied to the pads (9) after the pads have
been placed on and sealed to the backing discs (3).

11. Use of a topical dressing according to claim 1 for
dermal or transdermal administration of an active
substance.

12. Use according to claim 11, wherein the active
substance is a local anaesthetic.

13. Use according to claim 12, wherein the active
substance is EMLA®.
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DRESSING

(57) Abstract

A topical dressing for dermal or transdermal administration
of a substance, compnsmg a backing structure (1) comprising a
disc (3), a pad (9) containing the active substance, a resilient
layer (4) with an adhesive (5) provided on one side thereof, the
resilient layer and the adhesive being provided with a cut-out (7)
defining a cavity (8) in which the pad (9) is placed, the disc (3)
of the backing structure (1) being provided on the side of the
resilient layer remote from the side provided with the adhesive
and partly covering the resilient layer (4), and a covering structure
(2) having a release liner and a dish (18), the dish being formed to
receive the pad (9) during production and storage of the dressing,
said covering structure (2) being provided on the adhesive side
of the resilient layer (4), whereby the backing structure (1) is
provided with one or more strips (20) extending outwardly from
the periphery edge of the backing disc (3) towards the periphery
edges of the resilient layer (4) and the cover structure (2) and the
backmg structure (1) are sealed together within the cavity (8).
There is also provided a method of producing a topical dressing
according to the invention and a suggested use of the same topical
dressing.

(54) Title: A TOPICAL DRESSING, METHOD OF MANUFACTURING A TOPICAL DRESSING AND US% OF A TOPICAL




