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Summary of Facts and Submn ssions

0800.D

Eur opean Patent No. 0 587 264 based on application
No. 93 301 442.5 was granted on the basis of 10 clai ns.

| ndependent clainms 1 and 10 as granted read as foll ows:

"1. A pharnmaceutical formulation conprising a
substantially clear aqueous solution characterised in
that it has a viscosity of less than 10 nPa.s and
contains 3.5 to 5% w v of 1, 3-bis(2-carboxychronon-5-
yl oxy) - propan-2-ol, or a pharmaceutically acceptable
salt thereof, as active ingredient and glycerol, the
concentration of ions of netals of groups IIA IB, IIB
and VB of the periodic table or of transition netals
bei ng | ess than 20 ppm

10. A pharmaceutical pack conprising a fornul ation
according to any one of the clains 1 to 8, containing
from10 to 35 ng of active ingredient in unit dosage
form".

Opposition was filed against the granted patent by the
respondent. The patent was opposed under Article 100(a)
EPC for lack of novelty and inventive step.

The foll owi ng docunent was cited inter alia during the
proceedi ngs before the Qpposition D vision and the
Board of Appeal

(1) Research Disclosure, No. 318, 1990, pages 832 and
833

The deci sion of the Opposition Division pronounced on
17 Novenber 1997, and posted on 27 Novenber 1997
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revoked the patent under Article 102(1)EPC for |ack of
I nventive step

Al t hough the Opposition Division was of the opinion
that the subject-matter of the clainmed sodi um

cronogl ycate fornul ati on was novel over the disclosure

i n docunent (1) because of the selected range of sodi um
cronogl ycate, it concluded that the choice of the
particul ar range of sodium cronoglycate in relation to
the use of glycerol as tonicity-adjusting agent in | ow
vi scous fornul ati ons was not inventive as no unexpected
effects were shown for it.

The appel |l ant (patentee) | odged an appeal against the
sai d deci si on.

By a communi cation dated 1 Oct ober 2000, the Board drew
the attention of the parties to the fact that the case
was ready for decision at the conclusion of the ora
proceedi ngs and poi nted out that any possi bl e anended
clainms should be filed no later than one nonth before
the date appointed for the oral proceedings.

Oral proceedings were held before the Board on 28 March
2001. During the oral proceedings, the appellant sought
to introduce drafts of new first and second auxiliary
requests, which were refused by the Board as filed too
| at e.

The appel lant's subm ssions both in the witten
procedure and at the oral proceedings can be sumari sed
as foll ows:

As to novelty, it argued that the clai ned range of
sodi um cronogl ycate rendered the subject-matter of
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claim1 of the contested patent novel because it was
not derivable fromthe disclosure in docunent (1).

Inits view, the clainmed subject-matter was al so

i nventive because of the unpredictable and surprising
beneficial effect of glycerol on the stability of the
sol ution containing sodi um cronogl ycate as shown by the
conmparative exanples carried out with respect to sodi um
chloride, mannitol and propyl ene glycol and by the

decl arations on file.

VII1. The respondent (opponent) contested these argunents.
Its subm ssions in support of its requests can be
sunmari sed as foll ows:

It first maintained that the subject-matter of the
contested patent was not novel over document (1)
because the clained range of 3,5%wWv to 5% w v of
sodi um cronogl ycate was antici pated by the disclosure
in this docunent which nentioned a range between 0.1%
w v and 5% w v for said conpound.

It noreover disputed the validity of the conparative
experinments and stressed that no effect was in fact
shown over the closest prior art docunent (1), ie over
a solution containing glycerol and 3,5% w v sodi um
cronogl ycate instead of 2% w v, as was held by the
Qpposi tion Division.

| X. The appel | ant requested that the decision under appea
be set aside and that the patent be nai ntai ned.

The respondent requested that the appeal be dism ssed.

0800.D Y A
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Reasons for the Deci sion

2.1

0800.D

The appeal is adm ssible.

Novel ty

Docunent (1) has been cited under Article 54 EPC as
prejudicial to the novelty of the subject-matter of the
patent in suit.

Docunent (1) describes a pharmaceutical formnul ation
conprising an aqueous sol ution containing 2% w v of
1, 3-bi s(2-carboxychronon-5-yl oxy) - propan- 2- ol sodi um
salt (sodium cronoglycate) as active ingredient and
gl ycerol (see exanple on page 833, right colum, in
conbi nation with lines 27 to 32).

Docunent (1) does not nention expressis verbis that
this pharmaceutical fornmulation is a substantially

cl ear aqueous sol ution which has a viscosity of |ess
than 10 nPa.s and that the concentration in the
fornmul ation of ions of nmetals of groups I1A IB, IIB
and I'VB of the periodic table or of transition netals
is less than 20 ppm

However, in reply to a question fromthe chairnman of
the Board, the patentee admtted that these features
were not distinguishing features over docunent (1).
Having regard to the simlarity of the nmethod of
preparation of the pharmaceutical fornulation according
to the contested patent with that of docunent (1), the
Board i ndeed sees no reason to expect a different
viscosity or a different nmetal content in the two
formul ati ons.
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Accordingly, it only remains to deci de whether the
remai ning feature of claiml1l of the patent in suit, ie
the range of 3,5 wv to 5% w v of sodium cronogl ycate,
coul d be regarded as novel over the disclosure of
docunent (1).

In that respect, the Board notes that docunent (1)

i ndicates that the concentration of sodi um cronogl ycate
may be fromO0.1%wv to 10% wv and that it is
preferred that the concentration of sodi um cronogl ycate
be | ess than 5% w v (see page 832, lines 19 to 21).

Thus, docunent (1) discloses several ranges and

I ndi vi dual val ues of sodi um cronogl ycate concentrati on,
ie, the broadest range fromO0.1%wv to 10%wWv with
the individual values 0.1%wv and 10% w v, a sub-range
from0.1%wWv up to | ess than 5% w v, excluding the

val ue of 5% w v of sodium cronoglycate, and a sub-range
starting with the value of 5% w v of sodium

cronogl ycat e.

The general reader as well as the skilled person wl|
inevitably read the value of 5% wv for the
concentration of sodium cronoglycate in this

docunent as the foll ow ng val ue which cones i medi ately
after the range defined up to less than 5%wW v, ie up
to 4,9 (recurring).

Accordingly, this individualised value anticipates the
claimed range of 3,5%wv to 5% w v as this range
enconpasses the disclosed val ue of 5% w v.

In conclusion, the subject-matter of claim1 of the
patent in suit |acks novelty under Article 54 EPC
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The appel | ant pat entee enphasi zed t hat docunent (1)
taught that sugars, and in particular mannitol, were
preferred to glycerol, that the preferred sodi um
cronogl ycate concentrations were 1% wv and 2% w v as
confirmed by the concrete exanples and that the clained
range of 3,5%wv to 5% w v of sodium cronogl ycate was
not to be found in docunent (1) as such.

The Board does not dispute these facts. However, these
consi derations, which mght be relevant for the
assessnent of inventive step do not change the

rel evance of the disclosure of docunent (1) with
respect to novelty as explained at 3.1 above.

As to the disclosure of the range 3,5%WwWv to 5%wW Vv as
such, it is pointed out that it is sufficient that a
single value falling within the clained range is
disclosed in the prior art in order to destroy its
novelty, which is precisely the case here with

docunent (1).

In the light of these facts, the Board can only
conclude that the subject-matter of claim1l is not
novel contrary to the requirenment of Article 54 EPC.

Since claim1l of the only set of clains under
consideration is not allowable, there is no need for
the Board o consider the remaining clains.

Adm ssibility of late-filed requests

As nmentioned at VI above, the appellant sought to

i ntroduce two new sets of anended clains as auxiliary
requests during the oral proceedings. The Board held

t hese requests inadm ssible for the foll ow ng reasons.
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These requests would, if adm ssible, have substantially
altered the nature of the invention clained by the
patent in suit, thus presenting the Board and the
respondent with a largely different case to consider at
the very end of the appeal proceedings. The requests
were produced by the appellant in response to the

di rection taken by the discussion of novelty during the
oral proceedings. That direction was however entirely
predi ctable and to sone extent the result of the way
the appellant itself chose to conduct its appeal. At
first instance the appell ant had succeeded on the issue
of novelty but none the less dealt with it in detail in
its Gounds of Appeal filed on 31 March 1998. That

i nevitably nmeant that novelty was an issue which
received as nuch attention in the appeal proceedi ngs as
i nventive step, the issue on which the Qpposition

Di vi sion had revoked the patent and thus caused the
appel l ant to appeal. The appellant thus having had, in
the context of the appeal proceedi ngs al one, al npst
three years before the oral proceedings in which to
prepare its case on novelty including, if it so chose,
to file auxiliary requests, it would be wong to all ow
such requests at this stage.

Further, and nore significantly, the Board had by its
comruni cation of 1 COctober 2000 (see V above) directed
the appellant to file any possi bl e anended cl ai ns no

| ater than one nonth before the oral proceedings. The
unm st akabl e purpose of that direction was to ensure
the Board and the respondent had sufficient tinme to
consi der such requests before the oral proceedi ngs and
to avoi d the possible delays which late filing can

al ways produce. The Board has always to consider that
del ays can prejudice not just other parties to the
appeal in question but other appeals pending before it.
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It would be inequitable to "reward” the appellant for
ignoring that direction by allowwng it to file at the
| ast nonent clains which the respondent m ght have
difficulty in dealing with wi thout an adj our nnment of
the oral proceedings, or continuation of the
proceedings in witing and, in either event, avoidable
del ay.

For these reasons it is decided that:

The appeal is dism ssed.

The Regi strar: The Chai r man:

A. Townend U GCswal d

0800.D



