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Summary of Facts and Subm ssi ons

2127.D

The appellant is the proprietor of European patent

No. 0 092 999 conprising 15 clains. The patent was
granted on the basis of European patent application

No. 83 302 316.1, filed on 22 April 1983, and

di vi sional application No. 88 201 241, filed on 20 June
1988. G aim1 reads as follows:

"An occlusive nmulti-layered dressing [10, 30, 50]
conprising an adhesive |ayer [14] which, in use,
contacts the wound and surroundi ng normal skin, an
internmedi ate | ayer [12] of sem -open-cell polyneric
foam and an outer noisture inpervious polyneric film
[11] coated or lamnated to the upper surface of said
foam | ayer [12], wherein said wound and skin contacting
adhesi ve | ayer [14] consists essentially of a
honogeneous bl end of from about 35%to about 50% by
wei ght of one or nore | ow nol ecul ar wei ght

pol yi sobut yl enes whi ch act as pressure sensitive
adhesive materials and from about 45%to about 65% by
wei ght of one or nore water dispersable hydrocoll oids
sel ected from sodi um car boxynet hyl cel | ul ose, cal ci um
car boxynet hyl cel | ul ose, pectin, gelatin, guar gum

| ocust bean gum collagen, and gum karaya."

Dependent clains 2 to 5 are directed to specific
el aborations of the dressing according to claim1l.

Dependent claim6 is worded as fol |l ows:
"The dressing of claim1l wherein said wound and skin

contacti ng adhesive layer [14] is bonded to said open-
cell polynmeric foam by a second adhesive |ayer [13] and
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sai d second adhesive | ayer [13] consists essentially of
a honogeneous bl end of from about 30%to about 70% by
wei ght of one or nore pressure sensitive adhesive
materi als and one or nore optional thernoplastic

el astoners, from about 10%to about 65% by wei ght of
one or nore water dispersable hydrocolloids and up to
50% by wei ght of one or nore optional water swell able
cohesi ve strengtheni ng agents and/ or one or nore

opti onal hydratable polynmers provided that said water

di spersabl e hydrocol | oi ds, water swell abl e cohesive
strengt heni ng agents, and hydratabl e pol yners toget her
are present at no nore than about 70% by wei ght of said
adhesive layer, from about 5%to 15% by wei ght of a

pl asticizer or solvent, and from about 15%to about 25%
by weight of a tackifier."

Dependent Clains 7 to 14 are directed to specific
enbodi nents of the dressing according to claim®6.

Caiml5 relates to a nethod for preparing a nmulti-
| ayered dressing according to claim6.

. The respondent (opponent) filed an opposition agai nst
the grant of the patent on the grounds that the
subject-matter of clains 1 to 4 was not patentable
under Article 100(a) EPC, because of |ack of novelty
and inventive step. The original opponent (respondent)
di ed during the appeal proceedi ngs which were
thereafter continued by his widow who is also his
execut or.

L1l The respondent's objections are essentially based on
the follow ng citations:

2127.D N
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(1) US-A-3 972 328

(2) EP-A-0 026 572

(3) US A3 339 546

(4) US-A-4 192 785, patent fam |y nmenber of
FR-A-2 393 566

(5 Current Medical Research and Opinion, Vol. 1,
No. 10, 1973, pages 603 to 604

(6) Ars Medici, 34, 1979, 734-752

(6a) English translation of (6)

(7) MNursing, 76, April, page 13

In its decision notified on 27 June 1995 the opposition
di vi sion reached the conclusion that claim1 of the
opposed patent did not involve an inventive step,
contrary to the requirenents of Article 56 EPC and,
accordingly, decided to revoke the patent pursuant to
Article 102(1) EPC. The substance of its reasoni ng was
as foll ows:

The dressing defined in claim1l of the patent in suit
differed fromthe dressing disclosed in (1) by the
conposition of the wound and skin contacting adhesive
layer [14]. Wiile this layer [14] consisted in the
patent in suit of a blend of from about 35%to about
50% by wei ght of | ow nol ecul ar wei ght pol yi sobutyl enes
and from about 45%to about 65% by wei ght of certain
wat er di spersabl e hydrocol | oi ds defined nore precisely
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in claiml, the correspondi ng adhesive |ayer [11] was
described in citation (1) as containing, in addition to
a rubbery el astoner (eg polyisobutylene or a m xture of
pol yi sobut yl enes) and a hydrocolloid, a tackifier and a
pl astici ser or solvent.

Al t hough the m ni num proportions specified in claiml
for both conponents of |ayer [14], ie the | ow nol ecul ar
wei ght pol yi sobutyl ene (35% by wei ght) and the water

di spersabl e hydrocol | oi ds (45% by wei ght), added up to
a total amount of 80% by wei ght only, the | anguage of
claim1l of the contested patent could not, on the basis
of the disclosure of the invention in the paragraph

bri dgi ng pages 2 and 3 of the description, be
interpreted as including in layer [14] a tackifier
and/or a plasticiser, at |east not at the | evels used
in citation (1).

Citation (2) disclosed a dressing conprising a wound
and skin contacting adhesive |ayer [B], which had the
same consi stency and conposition as |ayer [14] of the
clainmed dressing in the contested patent, and al so an
outer noisture inpervious polyneric filmcoated to the
upper surface of an internediate foam | ayer. The
apertures [20] extending through the |layer [B] of the
curative and absorbent material [11], which contacts
the wound in (2), indicated, however, that (2) rel ated
to a non-occlusive rather than to an occl usive

dr essi ng.

Consequently, neither citation (1) nor (2) was

prejudicial to the novelty of the clainmed dressing in
the patent in suit.

2127.D N
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Starting fromcitation (1) as the closest state of the
art, the technical problemcould be seen as that of
provi ding an inproved dressing that adhered as strongly
as the known dressing to the wound and the surroundi ng
skin but was nore readily renovabl e w thout running the
risk of re-injuring the wound when the dressing was
renoved. It was obvious to a person skilled in the art
to solve this problemby sinply replacing the adhesive
| ayer used in citation (1) by an inproved conmercially
avai | abl e adhesi ve material sold under the tradenane

St omahesi ve, which was specifically shown in both
citations (3) and (7) to exhibit good healing
properties and concurrently good adhesion to the wound
and surrounding skin, while it was easily renovabl e due
to the absence of both a tackifier and a plasticiser in
t he adhesive | ayer.

Alternatively, starting fromcitation (2) as the

cl osest state of the art, the problemwas that of
provi di ng a dressi ng which was occl usi ve and showed
good heal ing properties and good adhesion to the skin
surroundi ng the wound. It was simlarly obvious to a
person skilled in the art to solve this problem by

pl uggi ng the apertures [20] extending through the |ayer
[B] of curative and absorbent material [11] used in
citation (2), so as to obtain a continuous adhesive

| ayer instead form ng a closed noist wound treatnent
envi ronnent and, thus, to arrive at the invention.

The appel | ant | odged an appeal agai nst the decision of
t he opposition division and requested in the statenent
of grounds that the inpugned decision be set aside and
t he patent be nmai ntai ned unanended.
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In the course of appeal proceedings the appellant filed
auxiliary requests |I to VI:

VA Caiml of auxiliary request | differs from
claiml as granted by the insertion of the
nuneri cal range of the viscosity average nol ecul ar
wei ght ["from about 36 000 to about 58 000
(Flory)"] of the polyisobutyl enes acting as the
pressure sensitive adhesive material and binder in
t he skin contacting adhesive |ayer [14].

Clainms 2 to 15 correspond to those of the patent
as grant ed.

V/IB Caim1l of auxiliary request Il differs from
claim1l as granted by the insertion of

(1) the wording "which, in use, results in a
cl osed noi st wound treatnent environnment” as
an additional technical feature
characterising the function of the occlusive
mul ti-1layered dressing [10, 30, 50] in the
preanble of claiml1, and

(ii) the wording "formng a fluid-tight bond with
t he healthy skin around the wound so as to
seal the dressing to the skin" as an

addi tional technical feature characterising
the function of the adhesive |ayer [14].

Clains 2 to 15 correspond to those of the patent

as granted.

2127.D N
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Claim1l of auxiliary request IIl differs from
claim1l as granted by the insertion of both the
amendnment to claim1 suggested in auxiliary
request | ["from about 36 000 to about 58 000
(Flory)"] and the anmendnents (i) ["which, in use,
results in a closed noist wound treatnent
environment”] and (ii) ["formng a fluid-tight
bond with the healthy skin around the wound so as
to seal the dressing to the skin"] suggested in

auxiliary request I1.

Claims 2 to 15 correspond to those of the patent
as grant ed.

Auxiliary request IV differs fromthe clains as
granted in several respects, nore specifically

(i) by the limtation of claim1l of the granted
patent to an occlusive three-layered
dressing, wherein the wound and skin
contacting adhesive |ayer [14] is bonded
directly to the bottom surface of the foam
| ayer [12];

(ii) by the introduction of newy filed
i ndependent claimb5 including the features
of claim1l and dependent claim6 of the
patent as granted; and

(iii1) by the addition of newy filed dependent
claims 14 to 16.

Claim1l of auxiliary request V corresponds to
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claiml of auxiliary request IV with the sole
exception that the nunerical range of the

vi scosity average nol ecul ar weight ["from about
36 000 to about 58 000 (Flory)"] of the | ow

nmol ecul ar wei ght pol yi sobutyl enes has been
introduced in claiml1 (see claim1l of auxiliary
request 1).

Clains 2 to 17 of auxiliary request V are
identical with claims 2 to 17 of auxiliary request
| V.

V/IF Cdains 1 to 13 of auxiliary request VI correspond
to clains 5 to 17 of auxiliary request |V.

Oral proceedings were held before the board on 21 July
1999. The appellant's subm ssions both in the witten
procedure and at the oral proceedings can be sumari sed
as foll ows:

Citation (1) concerned a wound dressing which was
admttedly simlar to that clained in the patent in

di spute except that the adhesive |ayer [11] of (1)
conprised a mxture of |ower and hi gher nol ecul ar

wei ght pol yi sobutyl enes, as well as high | evels of
tackifier and plasticiser. This disclosure was actually
in contrast to the clains of the contested patent which
requi red the adhesive |layer [14] of the dressing to
conprise from about 35%to about 50% by wei ght of |ow
nol ecul ar wei ght pol yi sobutyl ene and from about 45%to
about 65% of one or nore water dispersable
hydrocol | oi ds, in the absence of tackifier and

pl asticiser. These requirenents were not net by
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citation (1).

Citation (2) differed fromthe invention in that it
contained a plurality of apertures and required a | ayer
of deodorising material (D) and an outer |ayer (E)
havi ng an adhesi ve coati ng which secured the dressing
to the body. Since the apertures extended through the
curvature and absorbent |ayer [11], which was in
contact with the wound, through the foam|ayer [13] and
t hrough any optional backings [12], [14] that may be
present as well, citation (2) did not disclose an
occlusive dressing as required by claim1l of the patent
i n dispute.

Wil st citation (1) failed to give any hint or

i ndi cation that the adhesive used in the known dressing
caused an injury problemwhen the dressing was renoved,
it was in fact the Reilly declaration submtted by the
appel | ant, whi ch contai ned an extensive conparison

bet ween the dressing according to (1) and the dressing
clainmed in the patent in suit and reveal ed for the
first tinme the problemof re-injury when the dressing
was to be changed. Since this declaration was not

avail able to the public prior to the priority date of
the contested patent, the skilled man woul d not have
been aware of the problens caused by the prior art of
(1). The know edge contained in the declaration was
thus already part of the appellant's invention.

In considering citation (1) and havi ng know edge of

St omahesive (citations 3 to 7) a person skilled in the
art could only conclude that the addition of tackifier
and plasticiser to the prior art adhesive was required
to hold the dressing firmy in place and Stonahesive
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per se did not have sufficient adhesion to neet the
requi renents of the dressing used in (1). One had al so
to assune that the comon inventor of both citation (1)
and St omahesi ve considered the latter to be too weak an
adhesive for the purpose of the dressing disclosed in
citation (1). Wiether in the end this assunption was
right or wong was irrelevant since the only question
was what one was to conclude fromthe state of the art,
and one could only conclude that Stonahesive was too
weak an adhesive for the intended purpose.

In considering citation (2) and the question of whether
t he adhesive used therein would have sufficient stick
to hold the bandage by itself, one could not avoid a
negati ve concl usion, since |ayer [E] which had an
adhesi ve coati ng which secured the dressing to the body
was absol utely necessary. Hence, citations (1) and (2)
clearly discouraged the skilled person fromthe

nodi fication proposed in the patent-in-suit.

In none of the citations was Stonahesive adhesive wafer
applied al one without sonething else such as an el astic
bandage [see (5)], gauze dressing [see (6)] or tape
strips [see (7)] required for holding the Stomahesive
adhesi ve wafer in place and securing it to the body.
The concl usion drawn in the decision of the opposition
division that citation (7) taught in connection with
the treatnent of patients suffering fromstage 5

ul ceration the possibility of applying Stonmahesive

Wi t hout the need to enploy sone additional neans such
as an adhesive tape for securing it to the body, was
the result of a clear msinterpretation of the state of
the art. Thus, (7) referred in connection wth stage 5
ulceration to the treatnent of severe ulceration with
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underm ni ng fromone ulcer to another and chronic

purul ent drai nage. Therefore, (7) taught, in reality,
that in such severe cases of ulceration the specific
use of an adhesive tape was to be avoided in order to
prevent those portions of intact skin, which were

al ready underm ned by decubiti, frominjury when the
dressing was to be changed. This could not, however, be
under st ood as excluding the need for using sone other
sui t abl e means, such as a bandage, to hold the

St omahesi ve adhesive wafer firmy in place.

Mor eover, as evidenced by the declaration of Peter C
Kal | os, there had been several changes to the origina
St omahesi ve fornmula which had altered the attributes of
the resulting end products such that the trademark

St omahesi ve denoted a range of fornulae rather than a
single one and did not reveal anything about the
conposition of the product. The analysis of the
products, in particular the adhesive m xtures of

hydr ocol | oi ds and gum | i ke substances were, however,
extrenely difficult.

VII. The respondent disagreed and argued in the witten

procedure and at the oral proceedings in essence as
fol | ows:

2127.D N
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Al t hough the period available to the appellant for
replying to the respondent's statenent filed on

20 April 1998 was nore than one year, auxiliary
requests Il to VI were filed only on 21 June 1999, one
nonth before the date set for oral proceedings, and
shoul d therefore be disregarded as being late filed.

Citation (1) disclosed a three-|ayered occl usi ve wound
dressing, the outer and internediate [ ayer of which
were identical with the corresponding | ayers of the
dressing in the patent in dispute. Since the |ower
limts of hydrocoll oids and isobutylene present in the
adhesi ve | ayer [14] added according to claiml to a
total anmount of 80% only, the claimcould not be read
so as to exclude the presence of tackifier and

pl asticiser in the adhesive |ayer [14] of the patent-
in-suit. The content of (1) was therefore prejudicial
to the novelty of the clai ned dressing.

The outer layer [14], the internediate foam | ayer [13]
and the wound and skin contacting |layer [11] of the
dressing disclosed in (2) were, with regard to their
conmposition and consistency, in fact identical with the
correspondi ng layers of the dressing in the patent-in-
suit. In spite of the fact that the wound contacting

| ayer [11] contained a plurality of apertures, at |east
the outer flexible layer of the dressing disclosed in
(2) was continuous and provided overall protection of
the wound. Since such a dressing would simlarly be
considered to be occlusive, the prior art of (2) was

| i kew se novel ty-destroying.

Even if the board cane to the conclusion that, in spite
of the foregoing, novelty could be acknow edged, the
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pat ent woul d neverthel ess have to be revoked on the
grounds of lack of inventive step.

Ctations (3) to (7) all referred to a product which
had been on the market for nore than 20 years under the
tradenane St omahesive. Thus, for exanple, citation (5)
descri bed St omahesive as consisting of gelatin (20% by
wei ght), pectin (20% by wei ght), sodi um

car boxynet hyl cel | ul ose (20% by wei ght) and

pol yi sobutyl ene (40% by wei ght). The fact that the

pol yi sobutyl ene used in Stonmahesive was a matter of
public knowl edge and was indeed of | ow nol ecul ar wei ght
had been confirmed by the appellant itself init's
letter filed on 4 COctober 1989.

The notional skilled person having realised that the
dressing disclosed in (1) caused in certain cases a re-
i njury problemwoul d have known, for exanple from
citation (7), that Stomahesive was successfully used as
a readily renovabl e wound dressing for the treatnent of
severe ul ceration and would, accordingly, in the first
pl ace consi der solving the problem by nodifying the
adhesive layer [11] in (1) so as to correspond to the
known conposition of Stonahesive.

Simlarly, it was obvious to a skilled person to nodify
the dressing disclosed in (2) by closing the holes in
order to obtain a dressing providing a fluid-tight sea
of the wound.

The appellant's argunent that, on the basis of the
di sclosure in the state of the art referring to the
necessity of Stomahesive being secured by neans of a
bandage or adhesive tape strips or in a simlar
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appropriate way to the body, the skilled person would
have consi dered St onaehesive to be too weak an adhesive
for the intended purpose, was irrelevant. Apart from
the fact that, on the one hand, (7) clearly taught the
possibility of applying Stomahesive w thout using any
addi ti onal adhesi ve neans, such an adhesive tape, the
scope of the clains of the patent-in-suit certainly did
not, in the absence of a proper limtation, exclude
dressings in accordance with the patent in suit, even
if they were secured by neans of an adhesive tape or a
bandage or in a simlar appropriate way to the body.
Mor eover, as had al ready been pointed out by the
respondent in his letter filed on 22 July 1994, a
nunber of docunents submtted by the appellant itself
in support of its argunentation recomended fi xi ng
additionally the clainmed dressing in the contested
patent with an el astic tape whenever the effect of
nmechani cal stresses on the dressing was to be expected.

The appel | ant requested that the decision under appea
be set aside and the patent be naintai ned unanended
(main request) or in anended formon the basis of one
of the auxiliary requests | to VI submitted by fax on
21 June 1999.

The respondent requested that the appeal be dism ssed.

Reasons for the Deci sion

1

2.

2127.D

The appeal is adm ssible.

Adm ssibility of the appellant's requests



2.1

2127.D

- 15 - T 0610/ 95

As is apparent from paragraph V above, the text of the
alternative sets of clains, filed by the appellant as
auxiliary requests I to VI, was nodified so as to
incorporate a plurality of substantial anmendnents in
the text of the granted patent. The first question to
be decided is, therefore, whether such alternative sets
of clains can be admtted into the proceedi ngs.

The EPC does not guarantee a patent proprietor the
right to have proposed anendnents incorporated in
opposition or subsequent appeal proceedi ngs. According
to the established jurisprudence of the boards of
appeal, the admssibility of amendnents to the text of
the granted patent during such proceedings is a matter
that is for the instance in question to decide inits
di scretion under Rules 57(a) and 58(2) EPC. To be

adm ssi bl e, proposed anendnents shoul d be "appropriate”
and "necessary" having regard to the nature of the

grounds for opposition and the issues raised thereby.

On the basis of the criteria laid down in decision

T 295/87 (QJ EPO, 1990, 470, see especially reasons,
poi nt 3) amendnents to the text of a granted patent
duri ng opposition or subsequent appeal proceedi ngs
shoul d only be consi dered "appropriate” and "necessary"
wi thin the neaning of Rules 57(a) and 58(2) EPC and
therefore adm ssible, if they can fairly be said to be
occasi oned by grounds for opposition laid down in
Article 100 EPC

The conpetent board enphasised in the cited deci sion
that the opposition procedure provided for under
Articles 100 to 102 EPC and the rel evant | npl enenting
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Regul ations, in particular Rules 57, 57(a) and 58 EPC,
is designed to provide an exam nation of the validity
of a patent on the basis of the objections to validity
rai sed under Article 100 EPC. Qpposition proceedi ngs
are not an opportunity for the patentee to propose
anmendnents to the text of a patent for purposes which
are not clearly related to neeting a ground of
opposition raised under Article 100 EPC

In particular, the addition of clains to the text of
the granted patent during opposition or subsequent
appeal proceedi ngs, which have no counterpart in the
granted version of the clains of the patent in suit,
cannot nornmally be regarded as an attenpt to respond to
an objection under Article 100 EPC and is, therefore,
not adm ssible (see T 295/87, especially reasons, end
of point 3).

On the basis of the above considerations, the main
request and auxiliary requests | to Ill are, in the
board's judgnent, admi ssible, while auxiliary requests
IVto VI are not. The reasons for this finding are as
fol | ows:

(a) The main request, which is the sole request filed
with the grounds of appeal, refers to the
mai nt enance of the patent unanended in the form as
gr ant ed.

(b) The proposed anendnent to claim1l of auxiliary
request | (see paragraph V/ A above) can fairly be
regarded as an appropriate attenpt on the part of
t he appellant to define nore precisely the
specific type of |ow nol ecul ar pol yi sobutyl enes
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used in the contested patent so as to counter nore
effectively the respondent’'s objections to the
validity of the patent on the grounds of |ack of
novel ty and | ack of inventive step over the prior
art of citation (1)

(c) Both amendnents to claim1 of auxiliary request II
(see paragraph V/ B above) can be regarded as a
suitable attenpt on the part of the appellant to
define nore precisely the specific function of the
claimed dressing, which is said to be occlusive in
claiml, and, simlarly, to define nore precisely
the specific function of the adhesive |ayer [14]
in the contested patent, so as to challenge nore
effectively the respondent’'s objection to the
validity of the patent on the grounds of |ack of
novelty and | ack of inventive step over the prior
art of citation (2).

(d) The anmendnents to claim1l of auxiliary request 11|
(see point V/C above) are considered adm ssible
and necessary in the sense outlined above for the
reasons given in foregoing points (b) and (c).

The anmendnment to claim 1l of auxiliary request | is
derivable frompage 4, lines 6 to 9, of the application
as filed; the first amendnent [feature (i)] added to
claiml1l of auxiliary request Il is derivable from

page 29, lines 1 to 3, the second anmendnent

[feature (ii)] frompage 2, lines 14 to 16 of the
application as filed.

In view of the foregoing, the board judges auxiliary
requests | to IIl not only adm ssible but also
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acceptabl e under the terns of Articles 84 and 123(2)
and (3) EPC

(e) As can be seen from a conparison of paragraphs |
and V/ D above, auxiliary request IV differs from
the set of clainms as granted by a nunber of
substanti al anmendnents referred to under itens
(i), (iit) and (iii) in paragraph V/D.

re (i):

Wth reference to the various mgj or anendnents
introduced in the set of clains formng auxiliary
request 1V, as a prelimnary point it should be
enphasi sed that claim1l is the sol e i ndependent

cl ai m opposed in the granted version of the clains
and, consequently, on the basis of the
observations set forth in point 2.1 (above), only
an anmendnent to claim1l, such as the limtation of
claim1 resulting fromanmendnment (i), could
normal ly be said to arise fromthe grounds of
opposition and could, therefore, possibly be

consi dered adm ssi ble provided that the proposed
anmendnent was appropriate and necessary and in
conpliance with the provisions of Articles 84

and 123(2) and (3) EPC.

re (ii):
By contrast, with amendnent (ii), the appell ant
proposes a set of clains which incorporates in

addition to anended claiml a newly-filed

i ndependent claimb5 resulting fromthe conbi nation

2127.D N
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of the broader (unanended ) claim 1l and dependent

claim6 of the granted patent.

Since claim1, which is the sole i ndependent claim
relating to a dressing in the granted version of

t he patent and which is concurrently the sole

i ndependent cl ai m opposed, has been maintained in
auxiliary request 1V, it appears evident, in the
board's judgnment, on the basis of the principles
set out in T 295/87 (loc. cit.), that the addition
of new i ndependent claimb5, which as such has no
counterpart in the granted version of the clains
of the patent in suit, cannot be regarded as an
attenpt to respond to an objection under

Article 100 EPC. Further, during the hearing
before the board, the appellant failed to provide
a reasoned argunent that the filing of new

i ndependent claim5 was i ndeed necessitated by a
ground of opposition and the issues raised thereby
and, accordingly, that this amendnent to the text
of the granted patent was appropriate and
necessary within the neaning of Rules 57(a) and
58(2) EPC.

In this respect reference should also be nade to
decision G 1/84 (QJ EPO 1985, 299, see especially
reasons point 9). In that decision the Enlarged
Board of Appeal made it clear that the opposition
procedure is not designed to be, and is not to be
m sused as, an extension of the exam nation
procedure. It would, in the board's opinion,
contravene those principles set out in G1/84, if
it was considered adm ssible to anmend the text of
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a granted patent during opposition proceedings,
whi | e mai ntai ning the sol e i ndependent cl ai m under
opposition, by incorporating an additional new

i ndependent cl ai mwhi ch as such has no counterpart
in the granted patent and, accordingly, was

nei ther the subject of substantive exam nation in
t he exam nati on procedure nor open to opposition

owng to its non-existence in the granted patent.

re (iii):

As regards anendnent (iii), newy filed dependent
claims 14 to 16 which depend on claim5 concern
preferred enbodi nents of the occlusive multi-

| ayered dressing according to newy filed

i ndependent claim5 which requires that the wound
and skin contacting adhesive |ayer [14] is bonded
to the open-cell polyneric foam[12] by a second
adhesive layer [13]. This specific enbodi nent of
the invention claimed in new claim5 was nenti oned
i n dependent claim6 of the granted patent. Since
claim6 of the granted patent contains no
reference other than to claim1l, (see paragraph
above) new dependent clains 14 to 16 which conbine
the features of clains 2 to 4 as granted with

t hose of new i ndependent claim5 have no
counterpart in the granted patent and, therefore,
cannot be regarded as an attenpt to respond to an
obj ection under Article 100 EPC. The above
mentioned criteria set out in decision T 295/87
(loc. cit.) fully apply to dependent clainms 14 to
16. It is clearly stated in the cited decision
that such clains represent, in effect, anmendnents
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whi ch go beyond the objections to validity
actually raised and are, therefore neither
necessary nor appropriate under Rules 57(a) and 58
EPC. Consequently, auxiliary request IV is for
this reason al so not adm ssi bl e.

The observations and objections nade in point (e)
above apply nutatis nutandi s

re (i): to i ndependent claim1,

re (ii): to independent claim5 , and

re (iii): to dependent clains 14 to 16

of auxiliary request V (see paragraph V/E above).
Consequently, auxiliary request Vis simlarly not
adm ssi bl e.

Newl y-filed clains 10 to 12 of auxiliary

request VI (see paragraph V/F above) correspond to
clains 14 to 16 of auxiliary request IV. The
observations and objections to clains 14 to 16 of
auxiliary request IV (see re (iii) in point (e)
above) apply nmutatis nutandis to dependent

claims 10 to 12. Consequently, auxiliary

request VI is |likew se not adm ssi bl e.

In the follow ng paragraphs 4 to 6 reference is made to

the mai n request.

The cl osest state of the art; the technical problem and

its solution
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Ctation (1) discloses a nedical dressing which is

simlar

in construction to the clai med wound dressing

in the patent in dispute in that it conprises at |east

the followi ng three conponents or |ayers:

(i)

(i)

(iii)

a pressure sensitive adhesive conposition |ayer
[11] conprising a pressure sensitive rubbery

el astoner adhesive material having intimtely

di spersed therein a water soluble or swellable
hydrocol l oid or m xture of hydrocolloids, a
tackifier, and a plasticiser or solvent;
according to the disclosure in colum 1,

lines 59 to 61, suitable rubbery el astoners
include, inter alia, polyisobutylene, with a

m xture of polyisobutyl enes of a nol ecul ar

wei ght of 10 000 to 11 700 and 81 000 to 99 000
bei ng preferred;

t he hydrocoll oids or m xtures of hydrocoll oids
conprise nore than 30% by wei ght of the pressure
sensitive adhesive conposition with 40 to 50% by
wei ght being preferred (see especially colum 1,
lines 61 to 64; colum 2, lines 8 to 12);

a sem -open cell elastic or flexible foam| ayer
[12] attached to the adhesive |ayer [11]; and

an outer water-inpervious polyneric elastic or
flexible filmcoating [13] attached to the
opposite side of the foamlayer [12].
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Taking into account that the wound dressing disclosed
in citation (1) is not only very simlar in
construction to the occlusive nulti-layered dressing
clainmed in the patent in dispute but was al so shown in
the course of the proceedings to exhibit simlar
properties and advantages, the content and technica
teaching of citation (1) is considered to be the

cl osest state of the art available in the proceedi ngs.

More specifically, in citation (1) it is said (see
especially colum 2, line 61, to colum 3, |ine 56)
that the hydrocol |l oids present in the adhesive | ayer

[ 11] absorb noisture such as perspirati on and wound
exudate and transfer such noisture fromthe surface of
the skin to the layer of open-cell foamwhere it can
evaporate through the sides of the bandage. By

regul ating the noisture |evel at the surface of the
skin the adhesive |ayer of the dressing disclosed in
(1) enables the bandage to remain firmy in place for
| ong periods and reduces or elimnates the need for the
dressing to be changed.

As can be derived fromthe disclosure in the contested
patent (see especially page 8, line 54, to page 9,

line 7), the same or simlar effects are achi eved when
wounds are treated wth the dressing of the invention.

K. Reilly reports in her declaration filed on 4 Cctober
1989, that a dressing corresponding to that disclosed
in citation (1) (designated "dressing (O" in the said
decl aration) exhibits satisfactory properties, wth
regard, for exanple, to (i) wound protection, (ii)
adhesi veness to the normal skin surroundi ng the wound,
(ii1) absorbency of wound exudate and | eakage, (ivV)
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overal | appearance of the dressing prior to its
renoval , (v) anount, viscosity, and col our of the wound
exudate (residue) at the wound site after renoval of
the dressing, and (vi) quality of wound heali ng.

In spite of the clear statenent in (1) that "since the
hydrocol | oi ds wi thin the adhesive |ayer becone
muci | agi nous when contacted with the burn exudate,
renoval of the bandage is possible wthout damage to
the surface of the injured skin and with a m ni nrum of
pain" (see colum 3, lines 54 to 57), K Reilly found
in the experinents reported in her declaration (see
especially pages 14 to 17, itemVIIl: residue on and
nmechanical injury to the normal skin upon renoval of
the dressing; pages 19 to 20, itemIX re-injury) that
the adhesive layer in "dressing C' adhered to the wound
bed and upon renoval caused irritation to new tissue
gromh and in two cases resulted in re-injury of the
wound.

Citation (2) discloses a three or nulti-Ilayered wound
dressi ng or bandage conprising an outer |ayer [14], an
internmedi ate foam | ayer [13] and a wound and skin
contacting layer [11l] the conposition and consi stency
of which is simlar to that of the clained dressing in
the patent-in-suit. This dressing is |ikew se useful in
the treatnment of open wounds such as decubitus ul cers.
Ctation (2), which was considered by the opposition
di vi sion and the respondent as an alternative starting
point for the assessnent of inventive step, is,
however, specifically concerned with the probl em of
deodori sing gas escaping froma wound w t hout i npeding
its passage and is therefore, in the board' s judgnent,
considered to be less closely-related prior art than
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(1).

Consequently, in the light of the closest state of the
art according to (1), the technical problem my be seen
to be that of providing an inproved dressing which,
wWith regard to its beneficial properties and

advant ages, such as those referred to under itens (i)
to (vi) in point 4.2 above, at |east neets the
standards reported for the dressing disclosed in (1)
but which, at the sane tine, permts easy renoval of
the dressing without causing irritation to the new
tissue gromh and wi thout bearing the risk of re-
injuring the wound on renoval .

According to the patent in suit the appellant
essentially proposes to solve this problemby the

nodi fication of the consistency of wound contacting
adhesive layer [11] in the dressing disclosed in (1)
("dressing C'). This nodification essentially involves
the steps of increasing in the adhesive |ayer the
proportion of |ower nolecul ar wei ght polyisobutyl enes
and renoving fromthe adhesive | ayer the tackifier,

pl astici ser and hi gher nol ecul ar wei ght

pol yi sobut yl enes.

On the basis of the conparative results reported in the
Reilly declaration for "dressing A" (corresponding to
that described in exanple 1 of the patent in suit) and
"dressing B" (corresponding to that described in
exanple 1 of the patent in suit, except that it does
not include the second adhesive layer [13]), the board
has no reason to doubt that the cl ai ned dressing
provides an effective solution to the stated problem
This was not contested by the respondent.
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In fact, fromthe experinents VIl (residue on, and
nmechani cal injury to, the normal skin upon renoval of
the dressing, pages 14 to 17) and I X (re-injury to the
wound, pages 19 to 20) in the Reilly declaration it can
be derived that neither "dressing A" nor "dressing B"
caused a substantial irritation of the normal skin or

t he wound on renoval and both these dressings were
readily renovabl e wi thout causing re-injury.

Novelty (Article 100(a) in conjunction with Article 54
EPC)

In view of the respondent's prevailing objection to

| ack of novelty, the question to be decided is whether
or not the proposed solution to the stated technica
problemis derivable directly and unanbi guously from
the disclosure of either citation (1) or citation (2)
as a whole including any features which a person
skilled in the art would find inplicit in what is
expressly nmentioned in these citations.

Exanple 1 is the only disclosure in (1) (see especially
line 60 in columm 3 to line 16 in colum 4) which
specifically describes the wound dressing disclosed in
(1). Coser inspection reveals that this exanple refers
to a three-layered dressing conprising a pressure
sensitive adhesive layer [11], the quantitative and
qual itative conposition of which substantially differs
fromthe conposition of the correspondi ng adhesive

| ayer [14] of the dressing clainmed in the contested
patent in several respects, nore specifically in that

- the total hydrocolloid content is 33% by weight in
the exanple in (1), whereas claim1l of the
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contested patent requires an anmount of 45% by
wei ght m ni nrum

- t he conbi ned content of hydrocoll oids and
pol yi sobutyl enes is 71% by weight in the exanple
in (1), whereas claim1l of the contested patent
requi res an amount of 80% by wei ght m ni num

- t he adhesive layer [11] in the exanple in (1)
contains a tackifier and plasticiser in a total
anount of 28,5 % by weight, while the presence of
a tackifier and/or a plasticiser in the adhesive
| ayer [14] is not nentioned at all in the
contested patent.

Turning now to the content of (1) as a whole, the
foll owi ng poi nts appear relevant for the correct
interpretation of the technical teaching inparted to a
person skilled in the art by the cited docunent. Wile
citation (1) discloses that the hydrocoll oid content
shoul d conprise nore than about 30% by wei ght and
preferably about 40%to about 50% by wei ght of the
pressure sensitive adhesive |ayer [11] (see especially
colum 2, lines 8 to 12; clains 3 and 4), the
description and the clains are entirely silent about
the proportion of polyisobutylenes present in this
adhesive layer [11]. The only reference in the conplete
citation to the possible proportion of polyisobutyl enes
in the pressure sensitive adhesive layer [11] is that
found in the above-nenti oned exanple, wherein a m xture
of two types of polyisobutyl enes of strikingly

di fferent nol ecul ar weights of 10 000 to 11 700 and

81 000 to 99 000 in a total ampunt of 38% by weight is
used.
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Havi ng regard to the technical information of (1) in
its entirety, there is, however, absolutely no reason
for a person skilled in the art to associate the
specific proportion of the m xture of polyisobutyl enes
of 38%in the adhesive |ayer disclosed in the exanple
of (1), which, wth respect to the proportion of al

t he ot her conponents, is outside the scope of the
present clains, with the preferred proportion of 40%to
50% of hydrocol | oids disclosed in colum 2, lines 8 to
12 of (1). It follows necessarily that citation (1)
does not, contrary to the respondent's opinion,

di rectly and unanbi guously nmake available to the public
a dressing conprising an adhesive | ayer which consists
of a honobgeneous bl end of from35%to 50% by wei ght of

| ow nol ecul ar wei ght pol yi sobutyl enes and from45%to
65% of wat er di spersable hydrocolloids. For the
assessnent of novelty of the clainmed dressing vis-a-vis
citation (1) it is therefore not necessary to discuss
and deci de the disputed question of whether or not the
| ow nol ecul ar wei ght pol yi sobutyl enes as such used in
the adhesive | ayer [14] of the contested patent differ
Wi th respect to their nol ecular weight fromthe m xture
of pol yi sobutyl enes used in citation (1).

As to citation (2), the curative and absorbent |ayer

[B] of the dressing disclosed in (2) is described on
page 3 as conprising a blend of hydrocolloids and a
natural or synthetic viscous substance which acts as a
bi nder. The list of suitable viscous substances

i ncl udes natural rubber, silicone rubber, acrylonitrile
rubber, pol yurethane rubber, and polyi sobutyl ene of
entirely unspecified nolecular weight (see especially
page 3, lines 11 to 14). Consequently, the nere
reference in (2) to a list of viscous substances
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i ncl udi ng pol yi sobutyl enes of an unspecified nol ecul ar
wei ght as one option anongst a series of natural and
synt heti c rubbers does not, contrary to the
respondent's subm ssions in this respect, nake
avai l able to the public the use of a | ow nol ecul ar

wei ght pol yi sobutyl ene as the binder for the curative

and absorbent layer [B] in citation (2).

Regardi ng the preparation of the curative and absorbent
honbgeneous cohesive mass [11] forming the |ayer [B],
citation (2) contains on page 4, lines 23 to 26 cross-
references to the whole content of three US patent
specifications, viz. US-A-3 972 328 [current citation
(1)], US-A- 3 339 546 [current citation (3)] and
US-A-4 192 785 [current citation (4)].

The respondent, relying on decision T 153/85 (QJ EPO
1988, 1, see especially reasons, point 4.2), argued
that the above-nentioned cross-references in (2) had
the effect of incorporating in the disclosure of (2)
the specific portion of the prior art of US-A-4 192 785
(see especially columm 3, lines 41 to 51) wherein
reference is made to the use of | ow nol ecul ar wei ght

pol yi sobutyl enes as a binder for the pressure sensitive
adhesi ve conponent disclosed in (4).

The present case is, however, substantially different
fromthe case considered in the above-cited deci sion.
Apart fromthe fact that the conpetent board enphasi sed
i n paragraph 3 of point 4.2 of decision T 153/85 that
"when assessing novelty, the disclosure of a particular
prior docunent nust always be considered in isolation”
the so-called "primry docunent"”, corresponding to
citation (2) in the present case, contained in T 153/85
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a single specific reference to a single second prior
docunent. By contrast, citation (2) refers in the
context of the preparation of the curative and

absor bent honobgeneous cohesive nmass [11] to the entire
content of three different US patent specifications

W thout giving priority to any of these references.
Each of themoffers a plurality of different options
for preparing pressure sensitive adhesive |ayers having
different conpositions. Hence, it cannot be said that
the use of a | ow nol ecul ar wei ght polyi sobutyl ene as

t he adhesive and binder for the curative and absorbent
layer [B] is directly and unanbi guously derivable from
the wholly general reference to the three different
prior docunents quoted in (2) and was therefore already
made available to the public in citation (2) within the
nmeani ng of Article 54(2) EPC

For the assessnent of novelty it is therefore not
necessary to decide the disputed question of whether or
not citation (2) discloses an occlusive dressing as
required in claiml of the patent in dispute.

In conclusion, the proposed solution of the stated
technical problemsatisfies the criteria for novelty
within the neaning of Article 54(1) EPC.

I nventive step (Article 100(a) in conjunction with
Article 56 EPC)

The appellant relied, inter alia, on the argunent that
the Reilly declaration was not available to the public
before the priority date of the patent in suit and the
skilled person would thus not have been aware of the

probl em caused by the prior art of (1) which forns the
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basis of the contested patent and which was exposed for
the first tinme by that declaration. It submtted that

t he know edge contained in the Reilly declaration was
part of their invention and this should at | east
contribute to the acknow edgnent of an inventive step
in the present case.

It is true that none of the cited docunents discl oses
or otherwise explicitly refers to a certain drawback or
di sadvant age associated wth application of the
dressing disclosed in (1) possibly resulting fromits
adhesi on and aggressi veness towards the wound site and
t he consequential risk of causing irritation to the new
tissue gromh or even re-injury to the wound on its

renoval .

Not w t hstandi ng this, any person, |et alone any person
skilled in the art, using the dressing disclosed in (1)
woul d, in the board's judgenent, normally recognise

i mredi ately the irritation to the new tissue growth or
even the risk of re-injury to the wound as a serious
problem when it cones to the need for the dressing to
be changed or renoved for good. Since overconing such a
perfectly obvious, readily identifiable drawback and

t he achi evenent of an inprovenent resulting therefrom
must be considered to be the normal task of the skilled
person, the board cannot share the appellant's view
that the identification of the particular technica
probl em as defined in point 4.4 above can be seen in
the present case as a contribution to inventive step.

The remai ni ng consideration is therefore whether the
clainmed solution is obvious to a skilled person in view

of the prior art.
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Al t hough there is no suggestion in (1) that the
adhesi ve layer [11] should be replaced or nodified, the
skilled person faced with the stated technical problem
woul d al ready, in the board' s judgnent, on the basis of
hi s speci alist background know edge, plausibly concl ude
that only the conposition or consistency of the skin
and wound contacti ng adhesive layer [11] and, nore
specifically, the relatively high proportion of
tackifier and plasticiser (28% by weight) present in
said layer [11] of the dressing disclosed in (1), was
responsi ble for the re-injury problemwhen the dressing
is renoved. Hence, the skilled practitioner would, from
his pre-existing know edge, have reason to consider the
possibility of solving the stated problem by renovi ng
the tackifier and plasticiser or at |east reducing
their proportion in the adhesive |ayer [14] of the

cl ai med dressing.

For the assessnent of the inventive step of the clained
dressing in the contested patent the devel opnent of the
rel evant state of the art appears inportant in the
present case. The skilled person who had followed this
devel opment with the intention of finding in the state
of the art a solution to the stated technical problem
woul d have paid particular attention to citation (4),
whi ch had been published sone four years |ater than
citation (1). This docunent discloses an inproved
adhesi ve conposition which is adapted to be used, inter
alia, in the ostony field and consists of a m xture of
a hydrocolloid gum a pressure sensitive adhesive
material, and an agent which increases the cohesive
strength of the conposition. A polyneric filmmay be
applied on one side of the m xture.
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Apart fromthe fact that the adhesive conposition in
(4) is related to the adhesive |layer [11] used in the
dressing of (1) in that it |ikew se includes a
hydrocol | oid and a pressure sensitive adhesive
material, the skilled practitioner would find it
particularly significant that citation (4) refers, in
the context of the pressure sensitive adhesive
material, which provides dry adhesion to the body and
hol ds the entire conposition disclosed in (4) together,
i n other words, which acts as the adhesive and the

bi nder, to a class of commercially avail able | ow

nol ecul ar wei ght pol yi sobutyl enes having a viscosity
aver age nol ecul ar wei ght from about 36 000 to about

58 000 (Flory) as the preferred material for this

pur pose (see colum 3, lines 41 to 53). This avoids the
need to add tackifier and/or plasticiser to the | ow

nol ecul ar wei ght pol yi sobutyl ene, which act in (4) as
the pressure adhesive material, so as to ensure its
proper functioning as a sufficiently strong adhesive.

As regards the appellant's assertion that citation (4)
concerned an adhesive conposition specifically adapted
for use with an ostony appliance and was therefore
unrelated to the clained dressing in the patent in
suit, this submssion fails to take due account of the
fact that the adhesive conposition is explicitly
described in (4) as |likew se being useful for related
nmedi cal purposes. For exanple, the adhesive conposition
di sclosed in (4) can be enployed to fix various devices
to the body and in particular, can also be applied
directly to a subcutaneous ul cer (see especially

colum 5, lines 15 to 23).

Hence, the prior art of (4) shows, on the one hand,
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that | ow nol ecul ar wei ght pol yi sobutyl enes having a

vi scosity average nol ecul ar wei ght from about 36 000 to
about 58 000 (Flory), which are described as being the
preferred pressure sensitive adhesive material per se
of the adhesive conponent disclosed in (4), have
sufficient stick, even in the absence of tackifier and
plasticiser, to affix firmy to the body not only a
dressing but al so sone heavi er devices such as a
catheter, an electronic probe or a wound drai nage
system (see colum 5, lines 17 to 20).

Additionally, in the board's judgnent, the
recommendati on that the adhesive conposition be applied
directly to a subcutaneous ul cer suggests to one
skilled in the art that, due the absence of tackifier
and plasticiser, the adhesive conposition disclosed in
(4), which uses as the pressure sensitive adhesive
materi al | ow nol ecul ar wei ght pol yi sobutyl enes havi ng
t he nol ecul ar wei ght indicated above, can easily be
renmoved without causing irritation to the new tissue
growm h and wi thout running the risk of re-injuring the
wound on renoval

Thus, the skilled person being aware of the above

menti oned technical teaching in the state of the art,
woul d have, in the board' s opinion, reasonably

consi dered the stated technical problemto be solvable
by using | ow nol ecul ar wei ght pol yi sobutyl enes havi ng
the viscosity average nol ecul ar wei ght indicated in (4)
as the pressure sensitive adhesive material and bi nder,
in the absence of tackifier and plasticiser, for the
type of dressing disclosed in the patent-in-suit and
citation (1). Determ nation of the proportion of |ow
nol ecul ar wei ght pol yi sobutyl enes required in the



6.4

2127.D

- 35 - T 0610/ 95

adhesive layer [14] to ensure sufficiently strong
adhesion of the clainmed dressing to the normal skin
surroundi ng the wound and, at the sane tine, to
facilitate easy renoval fromthe wound and surroundi ng
skin woul d then have been nerely a matter of routine
experinmentation for the skilled practitioner.

The skilled person, seeking in the state of the art a
confirmation of his conclusions drawn fromthe prior

art of (4), would focus his interest on the
hydrocol | oid surgical dressing nmaterial terned

St omahesi ve which is the subject of nunerous
publications in the prior art and which was
comercially available at the priority date of the
patent in dispute. Thus, as an exanple only,

St omahesive is described in citation (6a) as a surgica
dressing material consisting of gelatin, pectin, sodium
car boxynet hyl cel | ul ose and pol yi sobutyl ene. One side of
this dressing is said in (6a) to be covered with a film
of polyethylene, while the other face is naturally
adhesi ve.

Citation (5) contains a simlar information as to the
conposi tion of Stomahesive and indicates noreover the
proportions of the individual ingredients: gelatin 20%
pectin 20% sodi um car boxynet hyl cel | ul ose 20%

pol yi sobutyl ene 40% (see especially m ddl e of

page 603).

This information on the conposition of Stomahesive in
citations (5) and (6a), which were published in 1973
and 1979 respectively, is coincident with that provided
sonme 10 or 16 years later by the appellants thensel ves
intheir letter filed on 4 October 1989 (see page 2,
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end of third full paragraph), wherein the adhesive

| ayer of Stonmhesive is reported to be an equal wei ght
m xture of gelatin, pectin, and sodi um

car boxynet hyl cel | ul ose di spersed in | ow nol ecul ar

wei ght pol yi sobutyl ene and applied to a pol yet hyl ene
filmbacking. Fromthe |ast two pages of the Reilly
decl aration (the attachnent) it is simlarly derivable
that the adhesive | ayer of Stonahesive is a honbgeneous
bl end of 40% by wei ght | ow nol ecul ar wei ght

pol yi sobut yl ene, 20% by wei ght of gelatin, 20% by

wei ght pectin, and 20% by wei ght sodi um

car boxynet hyl cel | ul ose (see adhesive layer 1 in
dressing D) and as such corresponds exactly to the skin
and wound contacting adhesive |ayer [14] of the cl ai ned
dressing in the patent-in-suit.

Both citations (5) and (6a) report that the application
of the dressing Stonahesive to decubitus ulcers and
other injuries affords good and accel erated heal i ng of
the wounds and permts easy renoval of the dressing

wi t hout causing irritation of re-injury of the wound.
Hence, in considering what is known from (4) about the
advant ages of using | ow nol ecul ar wei ght

pol yi sobutyl enes as the pressure sensitive adhesive
material and binder in hydrocolloid containing adhesive
conposi tions, and having know edge of the conposition
and properties of Stomahesive, it was, in the board's
judgnment, obvious to a person skilled in the art that
repl aci ng the adhesive |ayer [11] used in (1) by

St omahesi ve as the skin and wound contacting |ayer [14]
of the clained dressing in the patent-in-suit provides
an adequate solution to the stated problem

The appellant, relying on the declaration of P. C
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Kal | os, argued that there had been several changes in
the fornmula of Stomahesive and that the Stonmahesive
trademark therefore denoted a range of fornul ae rather
than one specific fornmula. Against that, the respondent
filed a declaration of R Bradley, a former enpl oyee of
the appellant, which stated that the adhesive
conposition of Stonmahesive was fromits commerci a

i ntroduction until his resignation in 1989 a natter of
public know edge and in fact identical to the
conposition reported in the Reilly declaration. The
appellant did not inits witten subm ssions provide
any further information as to the conposition of

St omahesi ve and, when asked about this at the ora
hearing, would only confirmthat the conposition has
changed but not sayi ng when or how. When the

appel lant's attention was drawn by the board to the
conposition of the adhesive |ayer of Stommhesive
indicated in the Reilly declaration (see 6.4 above),

t he appellant would only confirmthat this was the
conposition at the tinme of the tests described in that
declaration. It was also said by the appellant that
Bradley was not in its enploynent at the priority date
of the patent in suit so could not have known the
conposition of Stomahesive at that date.

The board notes there is a distinct degree of comon
ground between the parties as to the conposition of

St omahesi ve to be found, on the one hand, in the

i nformati on submtted by the respondent in the form of
prior art docunents (5) and (6a) and the Bradl ey

decl aration and, on the other hand, fromthe

i nformati on submtted by the appellant in the form of
the letter filed on 4 Cctober 1989 and the Reilly
declaration. As to whether the basic conposition of

2127.D N
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St omahesi ve has or has not been the subject of major
changes since its introduction, at least as far as its
content of hydrocolloids and the use of | ow nol ecul ar
wei ght pol yi sobutyl enes in the pressure sensitive
adhesive material are concerned, the board has to nmake
a finding on the bal ance of evidence before it. In view
of the common ground referred to above and the
response, at best equivocal, of the appellant to the
evi dence of the Bradl ey declaration, the board can only
concl ude on the bal ance of evidence that, even it were
accepted that the Stomahesive trademark denoted a range
of simlar fornulae, the basic conposition of

St omahesi ve has not been the subject of najor changes
since its introduction.

The burden of refuting the allegation to that effect in
the Bradl ey declaration, which was put in evidence in
May 1996, lay on the appellant which did not discharge
that burden. To say there have been changes but give no
detail of when and how changes were nmade does not
assi st the board at all. Confirmng that the
conposition referred to in the Reilly declaration was
that used at the tine of the tests described by Reilly
does not contradict Bradley's evidence that this was
the conposition used fromthe introduction of

St omahesive until 1989. As to the observation that
Bradl ey was not in the appellant's enpl oynent at the
priority date (22 April 1982), it can be accepted that
at that date Bradley did not know the conposition of

St omahesi ve but there is no evidence fromthe appel |l ant
to contradict Bradley's assertion that, fromits
introduction in the early 1970's until 1989, the
conposition remai ned the sane. That is information

whi ch Bradl ey, who says he was enpl oyed by the
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appel l ant in about March 1983 as Director of Research &
Devel opnent, could well have acquired. Further, it is
Bradl ey' s evidence, unrefuted by the appellant, that
the conposition was public know edge since 1973, the
date of a published article referred to by Bradl ey.

The further argunment of the appellant that the skilled
person woul d have consi dered Stomahesive to be too weak
an adhesive to hold the clainmed dressing firmly in

pl ace by itself is untenable, because citation (4)
clearly teaches that |ow nol ecul ar polyi sobutyl enes,
when used as the pressure sensitive adhesive material,
devel op sufficient stick to secure various devices, |et
al one a dressing, to the body. This teaching does not
conflict wwth the disclosure in citations (5) and (6a).

Cl oser inspection reveals that in (5) a nunber of

St omahesi ve | ayers were cut to the size sufficient to
cover the ulcer only and were put one on the top of the
other to build the pad up to the skin level. This neans
that the |layers of Stomahesive formng the pad were, in
contrast to the adhesive |ayer of the clainmed dressing
in the patent-in-suit, not in contact with the skin
surroundi ng the wound. According to the treatnent
schedul e used in (5) it was apparently considered
necessary to apply a conpressi on bandagi ng with paste
in addition to covering the wound with a pad consisting
of a nunber of |ayers of Stonahesive (see especially
top of page 604). This does, however, not allow the
concl usion, that Stomahesive would not successfully
function as an adhesive, if an adhesive |ayer was

provi ded which contacts the wound and the surroundi ng
intact skin, as is the case with the clained dressing.

In contrast to the dressing in (5), which contacts only
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the wound, the clained dressing is intended to be
secured to the body by that part of the wound and skin
contacting layer [14] which contacts the intact skin
surroundi ng the wound.

In view of the fact that according to (6a) the slab of
St omahesive is likew se "trinmmed to the size of the

| esion that is to be covered" (see especially mddle of
page 2) the above observations equally apply to the
prior art of (6a). It is noreover to be noted that
according to the disclosure of (6a) an additiona
covering wth gauze dressing is provided on the top of
the Stomahesive layer and it is apparently in the first
pl ace this gauze dressing which requires to be

mai ntai ned in place by neans of an adhesive tape (see
(6a): page 2, line 11 to 12 fromthe bottom "and

mai ntain the whole firmy in place").

Moreover, citation (7) teaches the possibility of
appl yi ng Stomahesi ve w thout using an adhesive tape.
The argunent that other neans for securing the dressing
to the body were required instead in the case of stage
5 ulceration, is not supported by the disclosure of (7)
and is, accordingly, nerely an assunption on the part
of the appellant.

Finally, the respondent’'s observations appear correct,
that the appellant itself has submtted with its letter
dated 3 Novenber 1993 a nunber of docunents show ng
that the clainmed dressing in the patent-in-suit (sold
under the tradenanme Duoderm is secured to the body in
the sane way as described in citations (5) or (6a) for
St omahesi ve, see as exanpl es only:
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- Duoderm, instructions for use, page 10,
picture 1. "Tape the edges of the dressing using
hypoal | ergeni c tape when used under clothing or
when there is a risk of peeling at up the edges "
page 10, picture 2: "Duodermis a conveni ent
dressing for use under a conpression bandage in
statis ulcer managenent” [cf. the identical

di sclosure in citation 5];

- Towar ds Rapi d Ti ssue Heal i ng, Johnson, Nursing
Ti mes, 28 Novenber 1994, page 42, end of colum 3:
"Hypoal | ergeni c tape was applied over the edges of
the dressing to ensure close contact between skin
and dressing";

- MIlitary Medicine, 153, April 1988, page 188, left
hand colum, lines 9 to 12 fromthe bottom "Each
sore was then covered with a hydrcolloid disc
(Duodern) which was then fixed with an el astic
t ape".

7. Auxiliary request |

The nunerical range of the viscosity average nol ecul ar
wei ght ["from about 36 000 to about 58 000 (Flory)] of
t he pol yi sobutyl enes used as the pressure sensitive
adhesi ve material and binder in the skin contacting
adhesi ve | ayer [14] corresponds exactly to the range

di sclosed in (4). This feature cannot, therefore,
contribute to the acknow edgenent of an inventive step.

8. Auxiliary requests Il and |11

There can be no doubt that the dressing disclosed in

2127.D N
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(1) has the sane functions as the clained dressing in
the patent in suit, i.e to provide a closed nbist wound
treatnment environnent and to forma fluid-tight bond
with the healthy skin around the wound so as to seal
the dressing to the skin. Consequently, the additiona
functional features introduced in claim1l of auxiliary
request Il cannot serve as a basis for the

acknowl edgnent of an inventive step either.

The concl usi ons above |i kew se apply to auxiliary
request 111, which includes the features of both
auxiliary requests |I and I1I.

9. I n conclusion, the solution of the technical problemin
this case was, in the board's judgnent, obviously
derivable by the skilled person fromthe state of the
art. Therefore, neither the subject-matter of claim1l
of the main request nor that of claiml1 of any of the
auxiliary requests | to Ill involves an inventive step
required for patentability under Article 52(1) in
conjunction with Article 56 EPC.

O der

For these reasons it iIs decided that:

The appeal is dism ssed

The Regi strar: The Chai r man:

2127.D
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P. Martorana P. A M Lancgon
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