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Summary of Facts and Subm ssi ons

0151.D

Eur opean Patent No. 0 271 332 based on application
No. 87 310 834.4 was granted on the basis of 12 clains.

The i ndependent clains as granted read as fol |l ows:

"1l. A single phase drug conposition suitable for
form ng a supersaturated conposition in situ when
applied to a water-wetted area of a human or
ani mal body, conprising a drug dissolved in a
carrier systemwhich contains fromO0.01 to 1.0% by
wei ght of an antinucl eating agent, based on the
total weight of the conposition, the carrier
system conprising fromO to 50% by wei ght of water
and from50 to 100% by wei ght of a sol ubiliser,
based on the total weight of the carrier system

7. Use of a single phase drug conposition as clained
in any one of clains 1 to 6 for the manufacture of
a nedi canent for topical treatnent of a human or
ani mal body by form ng a supersaturated drug
conposition in situ on application of the
conposition to a water-wetted area of the body,
characterised in that the conposition has
di ssol ved therein sufficient drug such that, on
mxing with water on the body, the resultant drug
concentration is greater than the saturated drug
solubility in the initially fornmed resultant
m xture.

8. A nethod of cosnetic treatnent of a human or

ani mal body conprising applying a conposition as
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defined in any one of clains 1 to 6 wherein the
drug is a cosnetic substance to a water-wetted
area of the body, characterized in that the
conposition conprises a solubiliser and sufficient
di ssol ved drug such that on mxing with the water
on the body, the resultant drug concentration is
greater than the saturated drug solubility in the
initially formed resultant m xture."

1. Noti ces of opposition were filed against the granted
patent by two parties (hereinafter referred to as the
appel  ant and the opponent Q2).

The patent was opposed under Article 100(a) EPC for
| ack of novelty and |ack of inventive step.

The foll ow ng docunent was inter alia cited during the
pr oceedi ngs.

(1) EP-A-0 151 953

L1l The deci sion of the Opposition D vision of
8 Novenber 1995 posted on 7 Decenber 1995 rejected the
oppositions under Article 102(2) EPC

The Qpposition Division took the view that the patent
in suit met the requirenents of Articles 52(1), 54 and
56 EPC.

As regards novelty, the Opposition D vision was of the
opi nion that the all eged novelty destroying

docunent (1) did not disclose a single phase drug
conmposition conprising an antinucl eati ng agent since

t he opponents failed to prove that Carbopol 940%°in the
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formas used in (1) had an antinucleating effect.

Accordingly the main claimwas acknowl edged by the
Qpposition Division as conplying wwth Article 54 EPC

The Qpposition Division also concluded that

docunent (1), representing the closest state of the art
and di sclosing a two-phase system contained no

i nformati on on how to produce a stable single phase
drug conposition which would provide a supersaturated
conmposition in situ.

In particular this docunent did not suggest that the
skill ed person could ignore one of the two phases of
the conpositions disclosed therein nor that the

addi tion of an antinucleating agent would stablise the
si ngl e phase conposition.

The appel | ant (opponent Ol) | odged an appeal agai nst
the sai d deci sion.

Oral proceedings were held before the Board on

14 January 2000. During these proceedings, the
respondent (proprietor) filed an anended set of clains
and requested that the patent be nmintained on the
basis of this set of clains.

The newy filed set of clains corresponded to the set
of clains as granted with the product clains 1 to 6
del eted and the remaining clains renunbered

accordi ngly.

The subm ssions of the appellant and of the
opponent 2, both in the witten procedure and at the
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oral proceedi ngs, can be sunmarized as foll ows:

For the question of novelty under Article 54 EPC the
appel l ant took the view that the disclosure in (1) of
t he conpositions of gels B and gel E conprising 1% w w
Car bopol 940® corresponded in all paraneters to the
conpositions conprising 0.01 to 1% w w of an
anti nucl eating agent involved in the use and net hod
clainms. This argunment relied on the contention that,
because Car bopol 940°® was a pol yacrylic acid and

pol yacrylic acids were disclosed as suitable
antinucleating agents in the patent in suit, it nust
follow that (1) anticipated conpositions containing an
anti nucl eating agent.

Furthernore, as the conpositions of gels B and E were
al so suitable for form ng a supersaturated conposition
in situ when applied to a water-wetted area of human or
ani mal body, the appellant considered that claim1 of
the set of clains filed during oral proceedi ngs |acked
novel ty.

As regards inventive step the appellant contended that
the conposition according to gel E, a single phase drug
conmposition, disclosed in (1) was the nost rel evant
prior art item As it clearly appeared fromthe test
carried out in table 2 that this single phase drug
conposition was | ess efficient than the two-phase drug
conmpositions described in (1), the clainmed single phase
drug conposition could not be regarded as inventive.

The opponent 2 shared the view of the appellant in al
respects. He noreover pointed out that PVK K-30 used as
antinucleating agent in the patent in suit was a
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gelling agent as well, which confirmed the view that
both properties could be possessed by the sanme product.

He al so enphasi zed that docunent (1) recited on page 4,
par agraph 3, that supersaturation of a drug sol ution
could al so be achieved in situ as required by claiml

of the set of clains filed during the oral proceedings.

The respondent’s argunents submitted both in the
witten procedure and at the oral proceedi ngs can be
sunmmari zed as foll ows:

In the respondent’s view the subject-matter of claiml
of the set of clains filed during the oral proceedings
was readily novel because (1) was absolutely silent
about any single phase drug conpositions to be applied
on a water-wetted area of the body. It enphasi zed that
nei ther gel E nor any of the other gels disclosed in
(1) were obviously intended to be applied to a water-
wetted area of the body in order to achieve a
supersaturated drug conposition in situ.

Mor eover, as Carbopol 940® used in (1) was nmentioned as
a thickening agent and al so acting as such in the
various exanples, (1) was clearly not disclosing any
antinucleating agents at all. It further maintai ned
that the skilled person reading the patent in suit
woul d have been aware that there was a cl ear

di stinction, based on nol ecul ar wei ght, between high
nmol ecul ar wei ght pol yners such as carbopol 940° which
had utility as thickening agents and | ow nol ecul ar
wei ght pol yners which were useful as antinucleating
agents.
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As regards inventive step, the respondent was of the
opi nion that the problemto be solved could be seen in
the sinplification of the prior art packing, which
resulted in reduced packagi ng costs.

Inits opinion, the solution to this probleminvol ved
an inventive step because it woul d not have been
obvious for a person skilled in the art to consider
adapti ng a drug-contai ning phase of a drug/carrier
systemof the type disclosed in (1) to render it stable
by addition of an antinucleating agent and because it
woul d al so not have been obvious to consider taking a
drug- cont ai ni ng phase thus adapted and applying it
directly to a water-wetted body with the intention of
producing in situ a concentration of the drug above its

saturated solubility in the solvent m xture so created.

As regards gel E of docunent (1), the respondent argued
that it was irrelevant since it was nerely provided in
(1) as a yardstick against which to neasure the | evel

of supersaturation which could be achieved by m xing
toget her two phases which were prined for
supersaturation

It finally stressed that neither gel E nor any of the
other gels disclosed in (1) were intended to be applied
to a water-wetted area of the body in order to achieve
a supersaturated drug conposition in situ.

The appel |l ant requested that the decision under appea
be set aside and that the European patent n° 271 332 be

r evoked.

The respondent requested that the appeal be dism ssed
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and that the patent be maintained on the basis of the
anended set of clains filed during the ora
proceedi ngs.

Reasons for the Deci sion

1

0151.D

The appeal is adm ssible.

Article 123(2) and (3) EPC

The anended set of clains filed during the ora
proceedi ngs corresponds to the set of clains as granted
but with the product clains 1 to 6 deleted and the
remai ni ng use and nethod cl ai ns renunbered accordingly.

No objection under Article 123(2) and (3) EPC was
rai sed by the parties with respect to this set of
clains and the Board sees no reason to differ.

Article 102(3) EPC

The Board cannot share the appellant’s point of view
that Article 102(3), which confers the power to

consi der the whole EPC with respect to anendnents in
the course of opposition and appeal proceedings, should
al so apply in the present case with respect to the set
of clainms filed during the oral proceedings.

In fact, according to the case | aw of the Boards of
Appeal such a power can only be exercised if
substanti ve anmendnents have been made.
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In the present case the anmendnments in the set of clains
filed during the oral proceedings, conpared with the
set of clains as granted, conprise nerely renunbering
of the clains and deletion of the product clains. Wile
the characteristics of the del eted product clains,
previously incorporated in the use clains by fornal
reference to the product clains have now been of course
i ncorporated in the use clains, there have clearly been
no substantive anendnents in any of the clainms now
under consi derati on.

Novel ty

The i ndependent use and nethod clains 1 and 9 of the
set of clains filed during the oral proceedings both
i nvol ve the presence of an antinucl eati ng agent.

The Board agrees with the appellant that the patent in
suit recites that polyacrylic acids are suitable
anti nucl eating agents (page 2, lines 49 and 50) and

t hat Carbopol 940° bel ongs to the class of polyacrylic
aci ds.

The Board can however not share the appellant’s
concl usi on that Carbopol 940® in the formas used in
docunent (1) is therefore inevitably an antinucl eating
agent .

Chem cally speaking, it is, as arule, clear to the
skill ed person that, when a given property is related
to an infinite class of conpounds, all the nenbers of
the class do not possess and express that property
equally and that there are furthernore many intrinsic
and extrinsic paraneters influencing that property such



0151.D

-9 - T 0014/ 96

as the nol ecul ar weight and the chem cal nature of the
ot her products present.

This general principle is highlighted in the patent in
suit which nentions three classes of conpounds as
exanpl es of suitable antinucleating agents, recites
that the choice of a suitable antinucleating agent w |
in fact depend on various factors, and then suggests a
sinmpl e experinent in order to determ ne whether or not
a sel ected conpound does i ndeed possess the desired
antinucl eati ng property (page 2, lines 51 to 57).

The Board notes, on the one hand, that docunent (1) is
sil ent about any antinucleating property in general and
that it noreover discloses Carbopol 940® as being nerely
a thickening and gelling agent (page 4, paragraph 2)
and, on the other hand, that the appellant has not

provi ded any evidence (such as the sinple test proposed
in the patent in suit) in order to denonstrate that

Car bopol 940® does di splay an antinucleating property in
its formas used in the conpositions disclosed in (1).

In these circunstances, the Board acknow edges the
novelty of the subject-matter of the set of use and
method clains filed during the oral proceedings readily
on the basis of the presence of an antinucl eating
agent .

I nventive step

The patent provides for the use of a single phase
conposition for the manufacture of a nedi canent for
topical treatnment of a human or animal body by form ng
a supersaturated drug conposition in situ on
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application of the conposition to a water-wetted area
of the body.

Docunent (1), relates to a pharmaceutical conposition
for topical application to the human and ani mal body
conprising a first |iquid phase containing a drug and a
second |iquid phase which forma supersaturated drug
conposition on adm xture of the phases.

The Board agrees with the parties that docunent (1)
represents the closest prior art.

5.2 Exanples 1, 2 and 3 of this docunent describe ge
systens conprising a first single phase conposition
containing a drug (gels B) and a second single phase
conposition (gels A) containing mainly water (97% or
98,5% . It is noreover clearly foreseen in docunment (1)
that the second phase may be only water (page 3,
lines 5 to 16).

These two single phase conpositions are intended to be
m xed together in order to generate a m xture
supersaturated with the drug, ie the resulting single
phase conpositions of gels C

According to the description (page 4, paragraphs 3 and
4), the conpositions (ie the first and second phases
such as the conpositions A and B) nay be packaged into
a twin conpartnent pack and applied to the treatnent
area either sinultaneously in order to create the
supersaturated drug in situ or after previously m xing
the two conpositions, ie readily as a supersaturated
drug system

0151.D N
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Having regard to the patent in suit (page 2, lines 46

to 48; page 2, lines 20 to 22), it was found

advant ageous to incorporate an antinucl eating agent in
the drug conposition to preserve the stability of the

supersaturated state. The drug containi ng conposition

Is noreover applied directly to a water-wetted area of
t he body.

Accordingly, the problemto be sol ved as agai nst
docunent (1) can be seen as the provision of a drug
conmposition having a preserved stability to be used in
t he manufacture of a nmedi canent and of an alternative
met hod of adm nistration of the drug conposition.

This problemis solved by the subject-matter of claiml
and, in the light of working exanples 1 and 2 and
figure 1 of the patent in suit, the Board is satisfied
that the problem has been pl ausi bly sol ved.

Thus, the question to be answered is whether the
proposed solution, ie the addition of an antinucl eating
agent to the prior art drug-containing conpositions and
the direct application of the prior art drug-containing
conpositions to previously water-wetted area of the
body, was obvious to the skilled person in the |ight of
the prior art.

As regards the first aspect, the Board notes that
docunent (1) is silent about the addition of any
antinucleating agent. In fact this docunent nerely
foresees the optional addition of a thickening and
gelling agent (page 4, paragraph 2).
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It is however a well-known phenonenon that, for

t her nrodynam cal reasons, a supersaturated sol ution
tends to precipitate in order to revert to its
saturated state as this latter is nore stable.

Therefore, the Board is satisfied that the skilled
person faced wth the problem of preserving the
stability of a supersaturated drug conposition would
always try to avoid such precipitation. The addition of
a product precisely to inhibit crystal growh, ie an
antinucl eati ng agent, as a solution to this problem
represents the obvious step to take.

Concerni ng the node of adm nistration of the single
phase drug conposition, ie by application to a water-
wetted area of the body in order to forma
supersaturated drug conposition in situ, the Board
notes that the teaching of docunent (1) (page 4,
paragraph 3) inplicitly enconpasses three different
ways of application to forma supersaturated drug
conmposition in situ.

In fact, it recites that “the patient would normally
apply the two phases sinultaneously to the treatnent
area, and then m x the phases together in situ to
create the supersaturated systeni. It therefore

obvi ously al so contenpl ates applying either the single
phase containing mainly water first (such as A) and

t hen the single phase containing the drug (such as B)

or vice versa.

Mor eover, as was acknow edged by the respondent during
the oral proceedi ngs, docunent (1) teaches that the
phase wi thout drug may be only water (page 3, lines 5
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to 16).

Accordingly, in the absence of any evidence to the
contrary the nethod of adm nistration of the drug
according to claim1 of the set of clains filed during
the oral proceedings represents an arbitrary choice
anong three possibilities already disclosed in the
prior art.

The main argunents rai sed by the respondent were that
the subject-matter of claiml filed during the ora
proceedi ngs was inventive over docunent (1) firstly
because this docunent did not disclose a single phase
drug conposition which was intended to be applied to a
wat er-wetted area of the body to form a supersaturated
conposition in situ and, secondly, because the
recognition of the ability of a single phase drug
conposition according to the patent in suit to forma
supersaturated conposition in situ enables the use of a
singl e conpartnment pack instead of the tw n conpartnent
pack of the prior art, which results in reduced
packagi ng costs.

The Board cannot share the opinion of the respondent.

It is indeed true that docunent (1) does not recite
expressis verbis that a single phase drug conposition
(such as B) should be applied a water-wetted area of
the body to forma supersaturated conposition in situ.
However, this teaching follows inplicitly fromthe

di scl osure on page 4, paragraph 3 as pointed out above
(see paragraph 6 under point 5.4). Accordingly, the
node of administration of the drug according to the
patent in suit is enconpassed in the teaching of the
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prior art docunent (1).

Moreover, as this node of adm nistration does not
provide for any nedical effect different fromthe node
of admi nistration of docunent (1), as the respondent
accepted during the oral proceedings, it just anounts
to an arbitrary choice anong a very limted nunber of
al ternatives.

It is furthernore pointed out that the subject-matter
of claiml1l of the set of clains filed during the ora
proceedings is a use claimie aclaimto an activity.
Therefore the respondent’s argunents (see under

point 5.5) which apply to the inprovenent of the
packagi ng (use of a single conpartnent pack), ie a
physical entity, are not relevant for the subject-
matter of claiml as drafted as this claimdoes not
inply the use of any particul ar kind of pack.

The Board does neverthel ess not share the respondent’s
poi nt of view that an inventive step could be

recogni sed on the basis of the use of a single
conpartnment pack instead of the twi n conpartnent pack
of the prior art.

As a matter of fact, the Board is convinced that not
only the skilled person, but also any patient using a
prior art twin pack having the drug conposition on one
side and water on the other, would imedi ately realize
that he could dispense with using water fromthe twn
pack and instead use water from for instance, a water
t ap.

The sinplification of the prior art packagi ng when
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water is used as the second phase therefore represents

an obvious step that the skilled person could not m ss.

As no further argunent was put forward, the Board' s
concl usion in paragraph 4 of point 5.4 above is
unaf fected by the manner of adm nistration.

In view of the foregoing the Board judges that the
subject-matter of claiml1 of the set of clains filed
during the oral proceedings does not involve an

i nventive step as required by Article 56 EPC.

Since claiml of the only set of clains under
consideration is not allowable, there is no need for
the Board to consider the remaining clains.

O der

For these reasons it is decided that:

1. The deci si on under appeal is set aside.

2. The patent is revoked.

The Regi strar: The Chai r man:
M Dai nese P. Langon
0151.D



