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Summary of Facts and Subm ssi ons

2796.D

Eur opean Patent No. 0 216 303 was granted in response
to European patent application No. 86 112 848.6 on the
basis of one single claimfor all the designated
Contracting States.

Notice of opposition was filed by the respondent,
requesting revocation of the patent in its entirety on
t he grounds of |ack of novelty and | ack of inventive
step. The opponent relied on the follow ng docunents:

(1) EP-A-0 025 302
(2) JP-A-82-123108 (Cerman translation)
(3) EP-B-0 144 069
(4) EP-A-0 162 239

In its interlocutory decision, which was based on a new
set of three amended cl ains, the opposition division
hel d that none of docunments (1) to (3) could be
considered as prejudicial to the novelty and to the
inventive activity of the subject-matter of the anended
cl ai ns.

As regards docunent (4), which was conprised in the
state of the art pursuant to Article 54(3) and (4) EPC,
t he opposition division held that all the elenents and
features defining the subject-matter of claim1 of the
patent in suit, nanely the a-nonoglyceryl ether, the
oily material, the physiologically active material, the
enul sion type preparation, and the enhanced

per cut aneous absorption of the physiologically active
material were all disclosed in this docunent. As to the
ski n-occl usive properties of the external nedication of
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claim11, which were not explicitly mentioned in (4),

t he opposition division expressed the opinion that, as
this feature resulted fromthe association of the

a- nonogl yceryl ether with the oily material, both
disclosed in (4), there was no reason or indication to
conclude that the skilled person in carrying out the
teaching of (4) would arrive at a preparation having
different properties conpared with the external

nmedi cati on of the present patent. Therefore, the
opposi tion division was of the view that the teaching
of (4) made available all the aspects of the clained
subject-matter. The patent was accordingly revoked on
t he ground of |ack of novelty.

The appel | ant (patentee) | odged an appeal against this
deci sion. Oral proceedings were held on 8 Qctober 1998.

During the witten proceedings the appellant filed a
new anmended single claimreading as foll ows:

"Use of a-nonoglyceryl ether represented by the
following fornmula (1)

R—-O0-CH, - CH - CH,

| (D
O H

wherein R nmeans a nononet hyl - branched al kyl group
represented by the followng fornmula (111)

CH,A~ CH,—~,— CHA~ CH, )~
(1T
CH
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wherein mstands for an integer of 2 to 14, n is an
integer of 3 to 11 and the sumof mand nis 9 to 21 in
conbination with an oily material and a physiologically
active material for preparing an external nedication of
the enmul sion type with skin occlusive properties which
does not contain a cholesteryl ester of fatty acids,
wherein the a-nonogl yceryl ether together with the oily
mat eri al inprove the percutaneous absorption of said
physi ol ogically active material".

In the statement setting out the grounds of appeal and
during the oral proceedings, the appellant expressed
the opinion that the novelty of the clainmed subject-
matter over (4) had to be recognised, firstly, because
the external nedication to be prepared according to the
claimwas novel in itself, and secondly, because the

cl ai med i ntended use of said nedication for skin

occl usi on was al so novel .

As to the first point, he stressed that the conposition
of (4) was not in the formof an enulsion, as was
evident fromthe exanples. Although, as underlined by

t he respondent, docunent (4) al so envisaged as a

possi ble formul ation a "creamt (see page 11, line 9),
this did not necessarily inply that said creamwas in

the formof an enul si on.

Addi tionally, the appellant argued that the presence in
the conposition of (4) of an oily material was nerely
optional .

As to the second point, the appellant stressed the
doubl e aspect of the present invention, which consisted
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in the preparation of an external nedication exhibiting,
at the same tinme, skin-occlusive properties and an
enhanced percut aneous absorption of the active agent.
Docunent (4) sinply related to the |atter aspect,

wi t hout giving any instruction to the skilled person as
to the fornmer aspect. Thus, the skin-occlusive property
for the conpositions of (4) renmained an undi scl osed
feature hidden in the teaching of that docunent. The
recognition of this hitherto unknown effect opened a
novel way of technical applications, nanely the
preparation and use of nedicanents for the treatnent of
di seases which previously required a special occlusive
dressing techni que. For these reasons, docunent (4)
coul d not prejudice the novelty of the subject-matter
claimed in the patent at issue.

The respondent shared the view of the opposition
division that the conpositions disclosed in (4), having
all the structural features of the external nedication
of the present invention, necessarily also exhibited
all the sane properties, including the occlusive
properties, which therefore were neutral for the
assessnment of the novelty of the claim

At the oral proceedings, the inventive step involved in
t he clainmed subject-matter over the teaching in
docunents (1) to (3) was also discussed by the parti es.
Docunent (2) was indicated as the closest prior art.

The appel |l ant, having highlighted the essential feature
of the medication of the patent claimrepresented by

t he enhanced percut aneous adsorption of the
physi ol ogically active material, maintained that
docunent (2) was not concerned with this aspect since
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all the nedicanents cited in this docunent (see page 8,
first paragraph) were intended for external topical

appl i cation.

The appel | ant (patentee) requested that the decision
under appeal be set aside and the patent be naintai ned
on the basis of the single claimsubmtted on 12 August
1997.

The respondent (opponent) requested that the appeal be

di sm ssed.

Reasons for the Decision

1

2796.D

The appeal is adm ssible.

The new anendnents in the single claimdo not introduce
subj ect-matter questionable under Article 123(2) EPC as
they are disclosed in the original application, nore
precisely in the single claimand in the description,
on page 6, formula Ill, on page 11, lines 4 to 7 and 19
to 24, and on page 12, lines 1 to 5. As conpared with
the granted claim the anended claimgives a nore

preci se definition of the invention. Therefore the
protection conferred by the granted claimis not
extended (Article 123(3) EPC)

Al lowability under Article 123 EPC was not di sputed by
t he respondent.
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Novel ty

The patent was revoked by the opposition division for
| ack of novelty over docunent (4), which is conprised
in the state of the art pursuant to Article 54(3) and
(4) EPC.

The subject-matter of the single claimunder
consideration is the use of an a-nonogl yceryl ether of
formula (1) as further defined by formula (I11), in
conbination with an oily material and a physiologically
active material for preparing an external nedication in
the formof an emul sion. The specific nonoglyceryl
ether, the oily material, the physiologically active
material and the enulsion formrepresent a fixed

conmbi nation of essential structural features which
define the nedication according to the claim Only the
sanme fixed conbination of features, described in

i ndi vidualised formin a docunent of the prior art
could be prejudicial to the novelty of the clained

subj ect-matter

Docunent (4) describes percutaneous adsorption
accel erator preparations, which may exhibit all the
four aforenentioned structural features, though not

necessarily in concom tant conbination.

It is undisputed that none of the exanples cited in (4)
di scl oses preparations exhibiting the abovenenti oned
fixed conbination of structural features. Therefore
none of themis prejudicial to the novelty of the
patent claim This was inherently admtted by the
respondent who did not base his argunments of |ack of
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novelty on any specific exanples, but sinply on the
general part of this docunent.

On the other hand, said general part of (4) gives the
skilled reader the follow ng teaching.

As to the nmonogl yceryl ether, the docunent discloses on
pages 8 to 10 about thirteen famlies of conpounds
exenplified by nmeans of as many as 40 specific
conpounds. Anong those cited, there is the nononethyl -
branched al kyl a-nonoglyceryl ether of forrmula (1) and
(I'11) according to the patent claimsee (4), page 8,
l[ine 13 "1-O net hyl - branched i sostearyl gl ycerol s" as
further defined by the formula on page 6. However, the
use of this specific conpound is one choice of the nmany
possibilities envisaged in (4).

An oily material is also envisaged in the fornul ation
of (4) as a conpound havi ng a percutaneously adsor bi ng
property (see page 10, lines 12 to 21). It nust however
be noted that not only this conpound is an optional
conponent of the fornulation of (4), as is evident from
preparations 5 to 8 of exanple 1 (pages 21 and 22), but
it is furthernore not necessarily an oily material. In
fact, anong the twel ve exanpl es of punctual conpounds
or famlies of conpounds cited in the |ast paragraph of
page 10, sonme of them such as di nmethyl sul f oxi de,

di met hyl acet am de or di net hyl formam de, are water-
soluble liquids. Therefore, the presence in the
conposition of an oily material is, in the board s view,
the result of a further choice to be nade by the
skill ed person.
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The further essential feature of the nedication
according to the patent is the formof the nedication,
namely an enul sion. Docunment (4) does not cite
expressi s verbis emul sion-type preparations, but

i ndi cates many topical preparations, such as a liquid
spraying agent, a lotion, an ointnent, a cream a gel,
a sol, an aerosol, a cataplasmor a plaster (see

page 11, first paragraph). As agreed by the parties at
the oral proceedings, and in accordance with the
general comon know edge, under the term "crean' the
skill ed person understands, though not exclusively, an
emul si on. However, regardless of its neaning, the
option "creani represents in any case a still further
choi ce anong all the envisaged possible fornul ati ons.

Fromthe foregoing, it becones clear that, by relying
on docunent (4), the skilled person would be obliged to
choose fromdifferent groups of many independent
options the specific a-nonoglyceryl ether, an oily
material and the specific enmulsion type formulation and
to conbine the result with a physiologically active
agent in order to obtain a conposition falling within
the scope of the single patent claim The result of
this process of various choices and conbi nati ons woul d
be a specific conposition, which is not actually

i ndi vidualised in docunent (4). At least for this
reason, the teaching in docunent (4) is not prejudicial
to the novelty of the amended single claimof the
patent at issue.

Anmong the other cited docunents, only docunent (2) was
consi dered during the opposition proceedings for the
pur pose of novelty. However, the opposition division
was satisfied that the novelty of the patent claimover
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the content in (2) was formally guaranteed by
di sclaimng the "chol esteryl ester of fatty acids" from
the scope of the patent claim

As no ot her docunent can be regarded as rel evant for
t he purpose of novelty, the board' s judgnment is that
the subject-matter of the anended single claimis novel.

| nventive step

Al t hough the patent was revoked for |ack of novelty,

i nventive step has al so been discussed before the first

i nstance and the opposition division has al so comment ed,
in the decision under appeal, on this question with
reference to docunents (1) to (3). For this reason, the
appel  ant had the opportunity to argue the question of

i nventive step before this instance. Hence, there is no
reason for the Board to refer the case back to the
opposition division to deal with inventive step again.

As seen above, the novelty of the subject-matter of the
pat ent claimversus docunment (2) is formally provided
by the disclainmer which excises fromthe scope of the
protection the oily material "chol esteryl ester of
fatty acids".

According to established Board of Appeal case law, in
cases where what is clainmed in general overlaps with an
incidental anticipation in the prior art, it is

perm ssible to exclude the content of such an
anticipation fromthe scope of the claimby neans of a
di sclaimer, even if it is not disclosed in the original
application. However, as clarified by decision T 170/ 87
(QJ EPO 1989, 41), a disclainmer can be used to make an
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i nventive teaching which accidentally overlaps with the
state of the art, novel, but it cannot nmake an obvi ous
teaching inventive. Therefore, the limting clause
represented by the disclainmer is nmeaningless in
assessing the inventive step, if any, involved in the
claimed subject-matter. For this reason, and as al ready
| aid down in decision T 434/92 (28 Novenber 1995, not
published in the QJ), the invention in its entirety and
wi t hout discontinuities between the clainmed subject-
matter and that part of the original subject-matter

exci sed by way of a disclainer has to solve uniformy
what is regarded as the underlying technical problem

Due to its accidental character, an accidental
anticipation normally | ooses nost of its rel evance
after introduction into the claimof a correct and

adm ssible disclainer. It is not the case here, and the
board shares the opinion of the parties that

docunent (2) represents the closest prior art.

Thi s docunment discloses a WO enul sion conprising the
sanme a-nonogl yceryl ether of the present invention (see
(2) claim3), an oily material and a physiologically
active material. The oily material conprises, as an
essential conponent, a cholesteryl ester of fatty acids,
optionally in addition to other oily materials such as
those cited in the patent under opposition (see (2),
claiml and page 7, first and second paragraphs from
the bottom. The physiologically active material is an
anti phl ogistic, a bactericide, an antiallergic, a
vitamn or an agent for preserving skin humdity, as
described in the first paragraph of page 8 and in
exanples 2 to 5. The intended purpose of the emul sion
is that of causing skin occlusion, thereby preventing
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transpiration and | oss of water fromthe epiderms
(page 4, |ast paragraph).

In the circunstances of the present case, it becones
clear that the exclusion fromthe scope of the claim of
"Chol esteryl ester of fatty acids" cannot contribute in
any way to the definition of the technical problem
underlying the present invention. Thus the technical
probl em may be defined as the enlargenment of the field
of applicability of the enulsion disclosed in

docunent (2).

The sol ution proposed by the patent at issue is the use
of the external nedication according to the single
patent claim|[and equally according to docunent (2)] to
achieve, in addition to the skin-occlusive effect

al ready recognised in (2), the effect of allow ng the
per cut aneous absorption of the physiologically active
mat eri al adm ni stered topically.

During the oral proceedings, the appellant repeatedly
hi ghli ghted the effect brought about by the external
nmedi cation of the invention of an "enhanced"

per cut aneous absorption. In the appellant's opinion,
this effect, which is specifically enphasised by the
wordi ng of the claim "wherein the a-nonoglyceryl ether
together with the oily material... inprove the

per cut aneous absorption..." (enphasis added), is
substanti ated by the conparative exanples reported in

t he patent disclosure.

The Board cannot share this opinion because any
consi deration focussing on an alleged "inproved" or
"enhanced" effect could only derive fromthe conparison
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wi th anot her conposition different fromthat clained.
However, any such a different conposition would
represent a state of the art far nore distant fromthe
cl ai med nedi cation than the conpositions disclosed in
docunent (2), which are sinply formally different but
substantially identical to those of the patent in suit.

Nei ther could an alleged "therapeutically effective
system c absorption” fromthe clained nedication be
consi dered by the board, since this aspect is sinply
not part of the invention. Such an effect is indeed
nei t her disclosed in general nor proved experinentally
by results. Concerning this point, the appellant

poi nted out, during the oral proceedings, the results
reported in table 1 illustrating the blood | evel of

i ndonet haci n upon admi ni stration of the conposition of
the invention or conparative conpositions. In the
board's view, however, table 1 nmerely proves that there
i s indeed a percutaneous absorption of the nedi canent
into the bl ood stream Wether or not the blood |evels
reported in the table are sufficient to prove a
therapeutically effective system c absorption is a
qguestion which is nowhere answered in the patent

di scl osure.

For all these reasons, the board cannot take into
account for the formulation of the technical problem
any all eged i nprovenment in percutaneous absorption, but
sinply the "existence" of a percutaneous adsorption in
itself.

As seen above, the experinental tests reported in the
pat ent di sclosure prove indisputably that the
physi ol ogically active material is actually absorbed
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t hrough the skin upon topical adm nistration. Therefore
the board is satisfied that the problem has been sol ved.

4.8 The deci sive question is whether or not the proposed
solution is derivable in an obvious way fromthe

teaching in the closest prior art or any other docunent.

Docunent (2) underlines, on page 8, first paragraph,
that the enul sion described is specifically suitable as
a base excipient for conpositions and cosnetic products
i ntended for topical application. Wien this enulsion is
used as an excipient for topical application, it may
conprise active agents such as anti phl ogi stic,
bactericide, antiallergic agents, vitam ns or occlusive
substances. Exanples 2, 3 and 4 report respectively an
anti phl ogistic cream a disinfectant cream and a cream
conpri sing vitamns.

In the appellant's contention all the active agents
cited in (2) are intended for external use only.
Therefore they are not expected to be absorbed, but to
performtheir therapeutic effect sinply at the surface
of the skin. For this reason, docunent (2), beyond the
skin occlusive effect, could not suggest to the skilled
person the novel application envisaged by the patent at

i ssue.

The board does not question that a topical conposition
is normally intended for |ocal treatnment and that it
shoul d normal ly prevent the system c absorption of the
active agent. However, this is not in contradiction
with the fact that the active agent, such as an

anti phl ogi stic as envisaged in (2), nust, upon topical
adm ni stration, be able to be absorbed, though only at

2796.D
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local level, in the depth of the tissues in order to
performits therapeutic activity. As a matter of conmon
general know edge and as pointed out by the respondent
at the oral proceedi ngs, many commrercial topical
anti phl ogi stic conpositions are used in the treatnent
of inflammatory states within the tissues, eg the
nmuscl e system This nedical use necessarily and

i ndi sputably inplies that the anti-inflammtory agent

i s percutaneously absorbed.

Therefore, in the board' s view, not only would the
skilled reader of (2) not associate the therapeutic
conpositions of (2) with a strictly externa

t herapeutic effect, but he would al so understand that
the emul sions disclosed in (2) actually allow at | east
a | ocal percutaneous absorption of the physiologically
active material, that could specifically be expected
when this material is an antiphlogistic nmedi canent.

Under these circunstances, the board is of the opinion
that the contribution made by the patent at issue was
sinmply to confirmby way of experinental results an
effect already clearly suggested by the closest prior
art docunent. Thus, the subject-matter of the single

patent clai mdoes not involve an inventive step.
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For these reasons it

The appeal is dism ssed.

The Registrar:

P. Martorana

2796.D

I s decided that:

T 0871/ 96

The Chai r man

P. Lancgon



