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Summary of Facts and Submn ssions

0341.D

Eur opean patent No. 0 430 474 based on application

No. 90 312 249.7, claimng priorities fromtwo
applications for US national patents, filed on

17 Novenber 1989 (US 439066, |later (Da)) and 24 August
1990 (US 573604, later (Db)) respectively, was granted
on the basis of four clains.

| ndependent claim 1l as granted read as foll ows:

"1. A liquid, sem-solid or solid conposition suitable
for insertion into or around the periodontal pocket of
a person or lower animal suffering fromdiseases of the
oral cavity conprising a copolyner of |actide and
glycolide in a concentration from about 10%to about
90% wherein the nolar percentage of lactide units is
fromabout 15%to about 85% a drug active sel ected
fromthe group consisting of antiinflamuatory agents,
antimcrobials, antibiotics, peroxides, anesthetic
agents and vitamns in a concentration fromabout 1%to
about 90% and propyl ene carbonate in a concentration
fromabout .1%to about 90% the ratio of the
conmponents being such that the drug active is rel eased
at a rate to provide steady state nunber average
concentrations of fromabout 10 m crograns to about
2000 microgranms per mllilitre of the gingival
crevicular fluid of a treated periodontal pocket."

Noti ce of opposition was filed against the granted
patent by the appellant (opponent).

The patent was opposed under Article 100(a) EPC for
| ack of inventive step.
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The foll ow ng docunents were inter alia cited during
t he proceedi ngs:

(1) WO A-90/ 03768

(6) US-A-4 631 188,

The deci sion of the Qpposition Division of 26 March
1997 posted on 15 April 1997 rejected the opposition
under Article 102(2) EPC

The Opposition Division held that the patent as granted
was not entitled to the filing date of the earliest
priority docunent (Da) in so far as it related to
liquid or sem -1liquid conmpositions. It was indeed of
the opinion that this priority docunent envisaged only
solid conpositions.

Accordingly, it found that docunent (1), published
after the filing date of (Da), represented the cl osest
state of the art as it concerned simlar conpositions
except for the propyl ene carbonate sol vent.

As the available prior art docunents disclosing the use
of propyl ene carbonate as a sol vent concerned neither
polyners simlar to the ones of the contested patent
nor the same technical problens, the Opposition

Di vi sion concluded that it would not have been obvi ous
to the skilled person to conbine the teachings of these
docunents with docunent (1) in order to end up with the
subject-matter of the patent in suit.

The appel | ant | odged an appeal against the said
deci si on.
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The respondent (patentee) submtted three sets of
clains as main, second and third auxiliary request.
These sets were those already filed on 27 February 1997
during the opposition proceedings.

The set of clains of the main request is identical to
the set of clains as filed and as granted.

In the second auxiliary request, the words "Iliquid,
sem -solid or solid" defining the physical states of
the claimed conposition have been deleted in claim1,
the other clains being identical to clains 2 to 4 as
gr ant ed.

In the third auxiliary request, these words have been
repl aced by "solid or gel”

Wth a fax dated 26 January 2001, the Board drew the
attention of the parties to the pendi ng question
relating to the priority right (case G 2/98).

Oral proceedings were held before the Board on
1 February 2001

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

It first stressed that the first priority docunent (Da)
did not concern liquid and sem -1iquid conpositions,
and further enphasised that the probl em sol ved by
liquid and sem -1iquid conpositions addressed a
different invention which was not the subject-nmatter of
this priority.
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It submtted that the patent in suit was concerned with
two different inventions solving two different

probl ens, ie the problemof increasing the pliability
of lactide and gl ycolide copolyners and the probl em of
treating difficult-to-reach irregular areas. It argued
that only the first invention, which was sol ved by non-
fluid conpositions, was entitled to the first priority.

Accordingly, it regarded docunent (1), which solved the
probl em of reaching hard-to-reach areas and of filling
voi ds and cavities when treating periodontal pockets by
using liquid conmpositions, as the closest state of the
art with respect to the second invention of the
contested patent.

It argued that the skilled person woul d have repl aced
the solvents used in the liquid copolynmer conpositions
descri bed in docunent (1) by propyl ene carbonate as

di scl osed i n docunent (6) wi thout inventive activity.
It indeed submtted that, since this latter docunent
concerned pol yners which, although structurally
different, also transfornmed fromliquid to solid by
contact with an aqueous nedi um and since the solvents
menti oned in docunent (6) were largely the sane as the
ones recited in docunent (1), the skilled person would
concl ude that propyl ene carbonate woul d be a useful,
acceptabl e solvent for the subject-matter described in
docunent (1).

It also contested the validity of the experinents filed
by the respondent with its |etter dated 22 Decenber
2000 as the tests did not nmention whether the conpared
conposi tions contained the sane copol yners.

The respondent's argunents submtted both in the
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witten procedure and at the oral proceedi ngs can be
sunmari sed as foll ows:

It submtted that, although the conposition was not
explicitly described as "liquid, sem-solid or solid"
inthe first priority application, the subject-matter
of the patent in suit was nevertheless entitled to its
priority date. It indeed argued that these features,
relating to the physical forns of the conpositions,
were in fact a nere clarification that explicitly set
out all the possible forns of conpositions having the
conponents recited in claim1l. As the same conponents
in the sane anmounts were disclosed in the first
priority application (Da), it concluded that this
priority was valid.

It also naintained that the contested patent and the
first priority docunent (Da) were concerned with the
sane single, broad problem ie the fornulation of
conposi tions which could be processed effectively so
that they could be placed in or around the periodontal
pocket and act effectively.

It was noreover of the opinion that the clained
subject-matter was in any case inventive, even if the
priority were not to be regarded as valid since the
skill ed person would not conbi ne the teaching of
docunment (1) with docunment (6), since this latter
docunent related to renote pol ynmer conpositions.

It also filed a conparative experinent to show that the
use of propyl ene carbonate as solvent led to

advant ageous properties in conparison with the
preferred sol vent disclosed in docunent (1).
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It finally raised doubts whether the appellant was
still entitled to request the revocation of the
contested patent with respect to the third auxiliary
request, as the appellant specifically submtted in its
| etter dated 17 Novenber 2000 that the patent should be
limted to this request.

X. The appel |l ant requested that the decision under appea
be set aside and that European patent No. 430 474 be
r evoked.

The respondent requested that the appeal be dism ssed
and that the patent be maintained on the basis of the
patent as granted (main request) or, if the Board did
not feel able to dism ss the appeal and maintain the
patent as granted and the issue of priority entitlenent
was relevant to that opinion, that the proceedi ngs be
adj ourned until after decision G 2/98 was published
(first auxiliary request), or that the patent be
mai nt ai ned on the basis of the first or second set of
clainms both submtted on 27 February 1997 (second and
third auxiliary request respectively).

Reasons for the Decision

1. The appeal is adm ssible.

2. Adm ssibility of the appellant's request for revocation
intoto of the patent in suit.

The Board agrees with the respondent that the appell ant

submtted inits letter of 17 Novenber 1997 "that the
clainms of the patent-in-suit should be |imted to the

0341.D Y A
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second auxiliary request [ie the set of clains
corresponding to the third auxiliary request of the
present decision].".

Thi s subm ssi on however does not unanbi guously inply
that the appell ant has abandoned its request for
revocation of the patent filed on 10 June 1997. There
is in fact nothing else in the whole file pointing to
this interpretation.

Mor eover, the sentence quoted above is followed by a
further requirenent as to this auxiliary request, ie
that the clainmed conpositions do not include fluid
conpositions. This condition is repeated expressis
verbi s on page 2, fourth paragraph, of said |etter and
on page 1, item3, and page 11, item5, of the
appellant's letter dated 21 August 1997.

Since the respondent has made no request corresponding
to that subject-matter, the Board is satisfied that the
appel l ant's request for revocation of the contested
patent is still valid with respect to all sets of

cl ai ns provided by the respondent.

Priority

The right to priority is governed by Article 87 EPC

which requires that the first application for the "sane
invention"” be filed in a State party to the Paris
Convention during a period of 12 nonths i mredi ately

preceding the filing of a European patent application.

Two applications relate to "the sane invention” within
t he meaning of Article 87 EPC when they both contain
"the sane subject-matter”. This follows from
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Article 87(4) EPC which uses the |atter expression. The
i nvention or subject-matter of a previous application
Is to be considered the sane that the one of a
subsequent application if the disclosure of both
applications is the sane.

This not only requires that the solution to a given
problemis the same, but also that the problemitself
is the sane in both applications.

Applying these criteria, the question whether the
respondent was correct in claimng the priority of

17 Novenber 1989 shoul d be answered, ie whether the
subject-matter/invention of the contested patent, whose
priority is clained, is the sane that the one of the
earlier US application (Da).

As far as the "solution" is concerned (ie the features
of the main clain), the Board accepts the respondent's
anal ysis showi ng that the previous application, as a
whol e, discl oses the conbi nation of each feature of the
conpositions according to claim1 of the patent in
suit, with the only exception of the expressis verbis
mention of all the possible physical states of the
conpositions. This was, noreover, not contested by the
appel | ant .

It therefore remains to decide whether this a priori
identity of solution is corroborated by the fact that
the problens are the sane.

The proper definition of the problemto be solved in
the priority docunent as understood by the skilled
person readi ng the docunent with his commobn genera
know edge in the art at its filing date is decisive to
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t hat end.

Docunent (Da) deals with sustai ned rel ease conpositions
for treating periodontal disease (title, page 1,
lines 1 to 3, page 4, lines 28 to 34).

According to the description on page 2, lines 18 to 29,
the docunent ains to overconme the prior-art problens
linked to the use of fiber, strips or putty-Iike

sustai ned rel ease conpositions nade of copol ynmer of

| actide and glycolide, nanely their limted pliability
and solubility in ternms of processing.

Accordingly, the problemto be solved over the prior
art resides in the provision of an inproved sustai ned-
rel ease conposition with respect to its malleability
for treating periodontal disease.

This problemis solved by the use of propyl ene
carbonate either as plasticiser at | ow concentration,
that renders the copol yner nul | eabl e, or as solvent at
hi gher concentration, that forns gels by dissolving the
copol ynmer (page 2, lines 30 to 32, page 6, lines 9 to
11) .

The Board notes that the whole docunent only nentions
solid and gel copol yner conpositions containing
propyl ene carbonate and that it is silent about any
fluid or liquid conpositions.

Havi ng regard to the problemto be solved, the Board is
nor eover convinced that the skilled person reading this
docunent coul d not have envi saged conpositions in the
two |atter physical states.
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As a matter of fact, the skilled person would have

| ogically assuned that, in order to treat effectively

t he periodontal pocket, the sustained rel ease
conmposition containing the therapeutical agent needs to
remain in the periodontal pocket for a certain period
to be effective. He would conclude that only solids and
vi scous gels would provide for a sufficient delivery
time in the periodontal pocket since they are difficult
to di sl odge.

He woul d accordi ngly not consider the conpositions in
the formof fluid or liquid as a suitable solution to
the problem since he would believe that they would be
rapidly renoved fromthe periodontal pocket by the
crevicular fluid that flows out of the pocket.

The Board therefore concludes that the priority
docunent is not valid for the subject-matter of the
patent in suit in so far as conpositions in a fluid or
liquid formare concerned.

This priority is, of course, valid for the subject-
matter of the contested patent dealing with non-fluid
and solid conpositions and solving the sane problem as
defined in the priority docunment (first invention).

As is apparent fromthe description of the contested
patent, it is only the recognition that the fluid and
liquid conpositions surprisingly transforminto a near
solid phase in the presence of aqueous fluid such as
crevicular fluid, which enables their application as
sustai ned rel ease conpositions for treating the

peri odontal pocket (page 5, lines 48 to 54).

However, these conpositions solve a different specific
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probl em nanely the problemof treating difficult to
reach areas where the periodontal cavities are
irregular, narrow and deep (page 5, lines 1 to 4).

This subject-matter therefore constitutes a second
i nvention involving a different problemand a different
sol uti on.

As the priority docunent (Da) is conpletely silent
about this surprising property and about the probl em
solved by the fluid and liquid conpositions, the Board
is satisfied that the patent in suit, which concerns
two different inventions as shown above, is only
entitled to a partial priority, ie for the first

I nventi on.

The respondent mainly submtted that, although in the
first priority application the conposition was not
explicitly described as "liquid, sem-solid or solid",
these features relating to the physical forns of the
conpositions, were in fact a nere clarification which
explicitly set out all the possible forns of

conposi tion having the conponents recited in claim1.

It also naintained that the contested patent and the
first priority docunent (Da) were concerned with the
sane single broad problem ie the fornulation of
conposi tions which could be processed effectively so
that they could be placed in or around the periodontal
pocket and act effectively.

It is true that the physical state of a conposition
primarily depends on the nature of the conponents
present in the conposition and on their respective
anounts, independently of the adjective used to qualify
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its physical state. The question to be answered in
order to decide whether the priority is validly clained
or not is however not only to know whether a given
conposition can exist in a particular physical form
having regard to its ingredients but rather whether the
skill ed person woul d have considered that particul ar
state in the light of the problemto be solved. In the
present case, as discussed under 3.2, the Board is
convi nced that the skilled person reading the priority
docunent, w thout the know edge of the discl osure of
the contested patent, would have avoided fluid and

I iquid conpositions by adding viscosity-controlling
agents as advocated on page 5, line 2, of this
docunent, as it would not regard such conpositions as
suitable for solving its problem

As for the second point raised by the respondent, the
Board does not deny that both fluid and non-fluid
conpositions according to the patent in suit solve the
broad probl em of providing a conposition which could be
processed effectively. This does not contradict the
fact that each conposition solves a different specific
probl em as shown under 3.1. In that respect, the Board
points out that it is always possible to deternmi ne a
common problemto be solved by different inventions
provided its definition is broad enough. This approach
coul d however only accepted in the case the broad
probl em was never solved in the prior art.

The Board al so notes that, as it clearly appears from
the description of the patent in suit, it is the
recognition of the fact that the fluid conpositions
transforminto near solid in the presence of aqueous
fluid that nade it possible for the skilled person to
envi sage fluid conpositions as a new sol ution of the
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broad probl em defi ned above. This observation was
however nmade at a |ater stage as is apparent fromthe
fact that the derived specific technical problem as
well as its related "fluid" solutions were nmade the
subj ect-matter of the second priority docunent (Db).

Accordingly, this latter argunent cannot be taken into
account either for the assessnent of the priority
right.

Mai n request

Article 123(2) and (3) EPC

No objection under Article 123(2) and (3) EPC was

rai sed by the appellant against the set of clains of
the main request, which correspond to the set of clains
as filed and as granted. The Board sees no reason to
obj ect.

Novel ty

No obj ection under Article 54 was raised against this
set of clainms during oral proceedings and the Board
sees no reason to differ.

I nventive step

The patent provides for sustained-rel ease conpositions
for treating periodontal disease. Claim1l of the
contested patent clains copol ynmer conpositions which
are either non-fluid (solid and non-fluid gel) or fluid
(liquid and fluid gel). As shown under point 3, only
the first subject-matter relating to non-fluid
conpositions is entitled to the priority right of
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docunent (Da).

Docunent (1) relates also to liquid conpositions for
treating periodontal disease (page 2, lines 20 to 25,
page 2, line 33, to page 5, line 4).

Al t hough it was published after the filing date of the
priority docunent (Da), this docunent bel ongs however
to the state of the art with respect to the second
subject-matter of the contested patent as this subject-
matter is not entitled to the priority right of (Da)
(see point 3).

The Board considers therefore that docunent (1)
represents the closest prior art with respect to the
second subject-matter of the patent in suit, ie with
respect to the fluid and |iquid conpositions.

Exanple 6 of this docunent, for instance, describes a
l'iquid conposition conprising a copolyner of |actide
and glycolide in a concentration fromabout 10%to
about 90% wherein the nolar percentage of lactide units
is fromabout 15%to about 85% (ie 50:50 ratio of the
two nononers), a drug active antimcrobial agent in a
concentration from about 1% to about 90% (ie 2%
sangui nari ne chlori de, benzophenanthridi ne al kal oi d
with antimcrobial activity towards periodontal

pat hogens) and N-net hyl -2-pyrrolidone (NWP)in a
concentration fromO. 1% to about 90% (i e 70% by wei ght
pol ymer sol ution).

According to the description, the conpositions of
docunment (1) can be placed in the periodontal cavity
where they solidify into a solid structure in the
presence of water. The docunent discl oses noreover that



0341.D

- 15 - T 0647/ 97

the rel ease of the drug follows the general rules for
di ffusion or dissolution of a drug fromwithin a
polynmeric matrix (page 2, lines 20 to 25, page 2,
line 33, to page 5, |line 4, page 5, lines 14 to 16).

Having regard to the patent in suit, the drug active is
rel eased at a rate to provi de steady-state nunber

aver age concentrations of fromabout 10 microgranms to
about 2000 m crogranms per millilitre of the gingival
crevicular fluid of a treated periodontal pocket. The
respondent did not contest that these steady rates were
al so achi eved by the conpositions of docunent (1).

Accordingly, the only difference in the cl ai ned
conpositions of the patent in suit and the conpositions
of the prior art docunent (1) lies in the presence of
propyl ene carbonate as a sol vent instead of NWP.

As to the experinents filed by the respondent with its
| etter dated 22 Decenber 2000, the Board notes that the
tests do not nention whether the conpared conpositions
contain the sane copolyners. In that respect, the
respondent stated in the |etter acconpanying the
conparative exanple that "the conparison between the
two products is not an exact conparison, since the
amounts of solvent are not the sanme and | believe the
pol yners are not the sanme”". Since it is well-known that
t he polyner conposition directly influences the
properties of the conpositions, as confirmed for

i nstance by docunent (1), the conparative experinents
cannot be taken into account for the assessnent of
inventive step and in particular for the definition of
the problemto be solved (page 9, line 32, to page 10,
line 2).
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It follows that the problemto be solved as agai nst
docunent (1) can only be seen as the provision of an
alternative liquid sustained-rel ease conposition for
treating periodontal disease.

This problemis solved by the subject-matter of

claiml1l, when relating to liquid and fluid conpositions
and, in the light of working exanples 3 to 5 of the
patent in suit, the Board is satisfied that the probl em
has been sol ved.

Thus, the question to be answered is whether the
proposed solution, ie the replacenent of the sol vent
NMP by propyl ene carbonate, was obvious to the skilled
person in the light of the prior art.

Docunent (1) requires the solvents to be used to

di ssol ve the bi odegradabl e | acti de-glycolide copol yner
to be non-toxic and water mscible. Alist of suitable
solvents is given in the docunent (page 9, second

par agraph). This docunent is however silent as to the
use of propyl ene carbonate as an alternative sol vent
for NWVP.

Docunent (6) deals with |iquid conpositions of non-
bi odegr adabl e polyners in a solvent, which also
transformfromthe liquid to near the solid state in
situ in the presence of water and which nay al so
contain biologically active substances (colum 2,
lines 25 to 35, colum 4, lines 16 to 24).

Li ke docunent (1), docunent (6) nerely requires the
sol vents which are to be used to dissolve the non-

bi odegr adabl e pol yner to be non-toxic and water

m scible. Alist of suitable solvents is given in the
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docunment (colum 3, lines 38 to 55). There is noreover
a clear overlap between the suitable solvents cited in
docunent (6) and those of docunent (1), and propyl ene
carbonate is nentioned expressis verbis as a suitable
one.

Accordingly, as in the case of an alternative sol ution
the skilled person remains free to choose any suitable
solvent a priori, the Board is satisfied that the
skill ed person woul d replace the solvent NMP discl osed
i n docunent (1) by propyl ene carbonate w thout an

i nventive activity being involved since nost of the

sol vents disclosed in docunent (6) are equally suitable
for the conpositions described in docunent (1) and
since the general requirements for the solvents are
identical in both docunents.

The main argunents raised by the appellant were that
the skilled person would not consider ethylene
carbonate as a suitable solvent for two reasons, nanely
because it was | ess water soluble that the four
preferred solvents nentioned in docunent (1) and
because docunent (6) related to conpletely different

pol yners, ie non-bi odegradabl e polyners, so that the
skill ed person would not expect the solvent to be al so
sui tabl e for biodegradabl e pol yners.

It also mai ntained that propyl ene carbonate was in any
case better than NMP as a sol vent because of its idea
behavi our with respect to its rate of diffusion into
the body fluids, which provided for a sl ow coagul ati on
of the polyner allow ng an appropriate insertion of the
conposition into the periodontal pocket before ful

har deni ng occurr ed.
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The Board cannot share the opinion of the respondent.

The Board does not contest that certain solvents |listed
i n docunent (1) m ght be nore water-sol uble than
propyl ene carbonate. There is however not such a
general teaching in docunent (1) which would prevent
the skilled person fromusing a water-sol uble sol vent
which is |l ess soluble than NWP since the only
requirenent in this docunent is that the solvents nust
be water-m scible and since the solvents listed in
docunent (1) obviously cover a w de range of water-
solubility as shown by the water-solubility data

provi ded by the respondent with its letter of

22 Decenber 2000.

Nor does the Board accept the argunent that the skilled
person woul d not consider the solvents disclosed in
relation with non-bi odegradabl e pol yners for dissolving
bi odegradabl e polyners. As a matter of fact, solubility
and bi odegradability of polyners are two different

I ssues which are not necessarily |inked. The solubility
of a polyner in a given solvent follows the well-know
adage in chemstry “like dissolves |like”, which nmeans
that its solubility depends primarily on the polarity
of its functional groups, whereas its biodegradability
depends on the ability of the polyner to be cleaved by
enzynes.
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In the present case, the fact that there is a clear
overl|l ap between the solvents listed in docunent (1) and
the ones listed in docunent (6) constitutes a clear
indication that there is also an overlap with respect
to the solubility of biodegradable and non-

bi odegr adabl e polyners, with the result that the
skill ed person would al so consider these |atter
solvents as suitable for dissolving biodegradabl e

pol yners.

As regards the |last point, the Board notes that the
al | eged effect has not been substantiated, wth the
result that it cannot be taken into account for the
assessnent of inventive step (see point 4.3.2).

In view of the foregoing, the Board concludes that the
subject-matter of claim1 of the main request does not
i nvol ve an inventive step as required by Article 56
EPC

First auxiliary request

As di scussed under point 3, the Board has no difficulty
to recognize that the subject-matter of the priority
docunent (Da) and the second subject-nmatter of the
contested patent clearly relate to two different

i nventi ons.

Accordingly, there is no need to adjourn until after
decision G 2/98 is published and the first auxiliary
request is therefore rejected.
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Second and third auxiliary requests

Article 123(2) and (3) EPC

No objection under Article 123(2) and (3) EPC was
rai sed by the appell ant against the set of clains of
the second auxiliary request and the Board sees no
reason to object.

In fact, the deletion of the words "liquid, sem-solid
or solid" does not affect the subject-matter of claiml
as, in the present case, all conpositions having the
defi ned conponents can only be either liquid, sem -
solid or solid.

No objection under Article 123(2) and (3) EPC was

rai sed by the appell ant against the set of clains of
the third auxiliary request either and the Board sees
no reason to object.

Novel ty

No objection under Article 54 was rai sed agai nst these
sets of clains during oral proceedings and the Board
sees no reason to differ.

I nventive step

The findings under 4.3.4 also hold good for the second
auxiliary request, as |iquid conpositions are part of
its claim1.

In respect of the third auxiliary request, the Board
stresses that the termgel used in claim1l enconpasses
physical states ranging fromthe solid state up to the
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fluid state, which is very simlar to the liquid state.
This is noreover confirned by the description of the
contested patent (eg page 5, lines 46 to 49).

Since the fluid conpositions are not entitled to the
priority right of docunent (Da) as di scussed under
poi nt 3, docunent (1) renains relevant as the cl osest
state of the art as far as gel-like fluids covered by
claim 1 are concerned.

Having regard to the great simlarity of behaviour
between the |iquid conpositions and the gel-Iike

fluids, the Board concludes that the findings under
4.3.4 also hold good for the third auxiliary request.

Or 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:
A. Townend P. Lancon
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