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Summary of Facts and Submn ssions

Eur opean patent No. 0 154 009 was granted to the
appel | ant/ proprietor pursuant to European patent
application No. 84 114 906 5. CQaim1l read as foll ows:

"Use of a thiazide diuretic having a predeterm ned
diuretic effective dose for the manufacture of a non-
diuretic anti-hypertensive conposition conprising a
unit dosage anount of the thiazide diuretic
insufficient to achieve effective diuresis, but
sufficient to achi eve anti-hypertension, said anount
being within the range of 7-25% by wei ght of the

predeterm ned diuretic effective dose;" dependent
claims 2 to 11 cl ained specific el aborations of that

use.

1. The appel | ant/ opponent filed notice of opposition
requesting full revocation of the patent for exclusion
frompatentability, lack of novelty and inventive step
(Articles 52(4), 54, 56 and 100(a) EPC); for
i nsufficiency of disclosure (Articles 83 and 100(b)
EPC); and for added subject-matter Articles 123(2) and
100(c) EPC). The relevant citations are:

(1) US-A-4 139 633
(2) Europ. J. din. Pharmacol. 10, 1976, 177-182
(5) DE-A-3 027 392

(6) Europ. J. din. Pharmacol. 8, 1975, 393-401

(7) British Medical Journal, Vol. 283, 1983, 1535-1538
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(8) The Lancet, Novenber 9 1963, 996-970

(9) A Lennart et al, Abstract No. 12, First European
Meeting on Hypertension, Mlan, Italy, 29th My -
1st June 1983.

In an interlocutory decision posted on

22 Novenber 1996, the opposition division refused the
proprietor's main request that the opposition be
rejected and its auxiliary requests filed in the
written proceedi ngs, but maintained the patent on the
basis of clains 1 to 9 filed as "anended new first
auxiliary request"” during oral proceedings, with
claim 1l anended by addition of the follow ng

di sclainmers at its end:

"Use of a thiazide diuretic <......... > effective dose,
excepting a unit dosage anount of 12.5 or nore ny

hydr ochl orot hi azide in a conposition for twice-daily
application, and excepting a unit dosage anount of 0.25
or nore ng cycl openthiazide in a conposition for
thrice-daily application.”

Dependent claim 3 was adapted to the disclainers in
amended claim 1 ("hydrochl orothiazide 1.75 - under
12.5 ng"; cycl openthi azide 0.07 - under 0.25 ng") and
clainms 10 and 11 were del et ed.

The opposition division held that the clainms were
correctly drafted in the "second (further) nedical use"
format in accordance with decision G 5/83; that the

cl ai med subject-matter was thus not excluded from
patentability under Article 52(4) EPC, that the anended
clains conplied with Article 123(2) and (3) EPC, and
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that the opponent's argunents as to insufficiency of
di scl osure under Article 100(b) EPC and added subj ect -
matter under Article 100(c) EPC did not succeed.

The opposition division found novelty since the clains
related to a new therapeutic application of known

di uretic conpounds, but held that claim1l as granted
was uni nventive because certain variants of the clained
i nvention did not, as against certain disclosures in
(6) and (8), solve the actual problem of providing, by
the use of a thiazide diuretic, antihypertensive action
wi thout effective diuresis. As to the auxiliary request
filed during oral proceedings (see paragraph |1

supra), the opposition division concurred with the
proprietor that it was adm ssi bl e under the provisions
of Article 100(b) and 83 EPC to exclude, by way of the
disclainmers in clains 1 and 3, those variants of the
clai med invention incapable of being perforned. It
found that the remaining subject-matter in the clains

i nvol ved an inventive step.

Both parties appealed. In addition to its main request
that the decision under appeal be set aside and the

pat ent be mai ntai ned unanended, the

appel l ant/ proprietor filed together with its grounds of
appeal four auxiliary requests.

Inits present first auxiliary request clains 1 and 3
correspond to clains 1 and 3 upheld by the opposition
di vi sion (see paragraph Il above) and clains 2 and 4
to 11 to those as granted, the second disclainer at the
end of claiml differing as foll ows:

"and excepting a unit dosage anount of 0.25 or nore ny
cycl openthiazide in a conposition for twi ce-daily
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application.”

The second auxiliary request consists of clains 1 to 11
in the third auxiliary request, filed on

5 Septenber 1996 during the first-instance opposition
and corresponding to the granted cl ains (see paragraph
| above), with the follow ng added at the end of
claim1:

"Use of a thiazide diuretic <......... > effective dose,
said thiazide diuretic being provided in the formof a
salt, an adsorbate salt or a conplex, preserving the
non- pol ari zed, free-acid, |iquid-soluble formof the
thiazide diuretic in the gastrointestinal tract.”

The third auxiliary request consists of clains 1 to 11
in the fourth auxiliary request, filed on 5 Septenber
1996 during the first-instance opposition and
corresponding to the granted cl ai ns(see paragraph
above), with the follow ng added at the end of claim1:

"Use of a thiazide diuretic <......... > effective dose,
and a m xed cation-anion-resin-thiazide adsorbate salt,
or, a hydroxynetal thiazide salt, or, a calcium

di sodi um t hi azi de edate salt or disodiumthiazide
edetate salt, or, a hydroxyal kyl cel | ul ose thi azi de
conpl ex or carboxynet hyl cel |l ul ose thiazi de conpl ex, or,
t he povi done thiazide conplex, or, the povidone

t hi azi de nol ecul ar conpl ex, or, an am | oride-thiazide

salt.”

The fourth auxiliary request consists of clains 1 to 9
uphel d by the opposition division (see paragraph 11
above).
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At oral proceedings before the board on 30 August 2001,
t he appel | ant/ opponent was represented. The duly
summoned appel | ant/proprietor infornmed the board in
advance that it would not attend the hearing.

The principal argunents relied on by the
appel l ant/proprietor in its grounds of appeal and in
its further witten subm ssions were:

Claiml as granted related to use of a thiazide
diuretic for the manufacture of a simnultaneously anti -
hypertensi ve and non-diuretic conposition for which it
was necessary to determne first the diuretic effective
dose of the particular thiazide diuretic used and then
the dose which corresponded to an anobunt within the
range of 7-25% by wei ght of that diuretic effective
dose. Wthin this range a unit dosage anount had to be
chosen insufficient to achieve effective diuresis, but
sufficient to achieve anti-hypertensi on. The ranges of
the unit dosage anounts given for the 11 different
thiazide diuretics listed in dependent claim3 were

sel ected on the basis of their respective predeterm ned
diuretic effective dose. It was thus clear that the
clainms as granted related to a second nedi cal use as
recogni sed in decision G 5/83 and that such clains were
not, contrary to the appell ant/opponent's asserti ons,
excluded from patentability under the terns of

Article 52(4) EPC.

It was correct that the unit dosage anount of 12.5 ny
hydr ochl or ot hi azi de (hereinafter "HCT") in a
conposition for twice daily application disclosed in
citation (6) and the unit dosage anount of 0.25 ng
cycl openthiazide in a conposition for thrice daily
application disclosed in citation (8) fell within the
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dosage ranges given for these two thiazide diuretics in
dependent claim 3. The opposition division was,

however, wong to conclude fromthose discl osures that
claiml as granted was either non-inventive, because it
i ncluded certain variants of the clained invention

whi ch did not solve the actual problemunderlying the
patent in suit, or contravened Article 83 EPC, because
certain variants of the clained invention were

i ncapabl e of being perforned.

Both citations (6) and (8) were unclear as to the
actual effects achieved by using the particul ar
thiazide diuretics in the unit dosage anobunts nentioned
above. In any case, the cited prior art nerely referred
to the response of patients to a specific dose range in
a very specific test protocol. This did not, however,
permt the conclusions that claim1 did not solve the
probl em or was obvi ous nor that the invention was
general ly i ncapabl e of being perforned. Although it was
wel | - known that many wel | - establi shed and successf ul
medi canents failed to exert the desired effect in
single individual cases, this did not inpair the
general useful ness and acceptance of such nedi canents.
The useful ness of thiazide diuretics for the indicated
t herapeuti c purpose over the whole range clai ned was
thus in the present case beyond doubt. Mintenance of
the patent as granted was accordingly justified.

The appel | ant/ opponent's subm ssions in witing and
during the oral proceedings can be sunmari sed as
fol | ows:

The al |l eged invention's actual teaching consisted in an
I nstruction to doctors to use a reduced anount of a
thi azide diuretic, known to provide both diuresis and
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anti hypertensive action, in order to achi eve only one
effect, nanely the anti hypertensive. This was thus a
t herapy practised on the human body and accordingly
excluded from patentability under Article 52(4) EPC.

Since the "diuretic effective dose" was neither

di scl osed nor defined in the patent in suit, the

di scl osure of the invention was insufficient. The

di scl osure did not enable its addressee to establish
the actual dosage to be used nor whether or not the
dosage actually used was covered by the clains.

The ranges of the unit dosage anmounts given for the 11
different thiazide diuretics listed in dependent
claim3 of all requests extended beyond the content of
the application as filed and thus contravened

Article 123(2) EPC. The broad generalisation in claiml
of the second auxiliary request fromthe specific

di scl osure of the invention in the application as filed
was simlarly not adequately supported and contrary to
Article 123(2) EPC

The wordi ng of the clains did not exclude the use of a
thi azide diuretic in conbination with another
anti hypertensive agent.

Even if claim1l was construed as excluding the use of
an additional antihypertensive agent, the disclosure of
citations (1), (6) and (8) was prejudicial to the
novelty of the clains upheld by the opposition
divisions. Al cited references described the

anti hypertensive activity of certain thiazide diuretics
in unit dosage anmobunts explicitly referred to in
Exanple 1 of the patent in suit as insufficient to
achieve effective diuresis. If claiml was correctly



- 8 - T 0056/ 97

interpreted as including the option of using an
addi tional antihypertensive agent, citations (2), (5),
(7) and (9) al so prejudiced novelty.

In the first-instance opposition proceedings, the

chai rman decl ared that none of the main, first or
second auxiliary requests involved an inventive step.
Nevert hel ess, the opposition division upheld under
Article 56 EPC clainms which differed fromthose
requests only by the insertion of an additiona

di scl ai mer. However, according to the consistent case
| aw of the boards of appeal, there was no basis in the
EPC for the substantiation of inventive step by

di scl ai ners.

I X. The appel |l ant/ proprietor requested in witing that the
deci si on under appeal be set aside and that (as main
request) the patent be nmaintained as granted, or
alternatively according to either its first auxiliary
request filed on 24 March 1997, or its second or third
auxiliary requests (corresponding to the third and
fourth auxiliary requests filed on 5 Septenber 1996);
or (as fourth auxiliary request) that the decision
under appeal be mai nt ai ned.

The appel | ant/ opponent requested that the decision
under appeal be set aside and that the patent be
revoked.

Reasons for the Deci sion

1. The appeal is adm ssible.

2173.D Y A
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Mai n request (see paragraph V/ A supra)

As appears from paragraph |I above, claiml is in the
conventional "second (further) nedical use" format. In
spite of that particular formof the claim("Sw ss type
claim'), the board has difficulties in accepting the
opposi tion division's conclusions and the

appel l ant/ proprietor's subm ssions that the features of
claiml1l do in fact reflect a new therapeutic
application fromwhich novelty for the clained use of
commonly known thiazide diuretics can be derived in
accordance with the principles recognised in decision
G 5/83 (QJ EPO 1985, 64) and that, accordingly, claim1l
relates to a second (further) nedical use for such
diuretics.

I f one concludes that claim1l does not teach a second
(further) nedical use, then the question arises,

whet her or not the clainmed use has to be considered as
a nethod referred to in Article 54(2) EPC

It is generally understood that the concept of
"therapy" or "therapeutic application” includes
treatnent of a particular illness or disease with a
speci fied chem cal substance or conposition in a

speci fied human or ani mal subject in need of such
treatment. As is acknow edged in the patent in suit
(see especially page 2, lines 19 to 26) and is,
noreover, clearly derivable fromthe state of the art
cited in the present proceedings (see the citations
referred to in paragraph Il above), thiazide diuretics
are anong the nost commonly used therapeutically active
substances in the treatnent of hypertension by ora
adm ni stration of the active substance to patients or
ot her human or animal subjects suffering fromthe
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synptons and conpl aints of hypertension. aim1l of the
patent in suit teaches the use of thiazide diuretics
for precisely that therapeutic application or purpose.
In the patent in suit the therapeutic substances used,
e thiazide diuretics, the disease to be treated or the
ailment to be cured, ie hypertension, the nethod of
application of the active substance, ie ora

adm nistration in the formof tablets or capsules or
liquid preparations (see patent specification, page 10,
line 44 to page 11, line 6), and the category of
patients to be treated or cured, are all exactly the
same as in the cited prior art. Additionally, claim1
specifies in broad functional ternms - ie "a unit dosage
amount of the thiazide diuretic insufficient to achieve
effective diuresis, but sufficient to achieve anti -
hypertensi on, said anount being within the range of

7 to 25% by wei ght of the predeterm ned effective
dose"- the unit dosage anount or, differently
expressed, the prescribed dosage reginen to be used for
t he known therapeutic application of thiazide
diuretics.

2.2 The opposition division concluded in the inpugned
deci sion (see paragraph 2 d) of its Reasons) that the
specification of the above-nentioned unit dosage anount
or the prescribed dosage reginen in claim1l was not
di sclosed in the prior art and that this justified
acknow edgnment of novelty in terns of a second or
further nedical use of thiazide diuretics for their
ot herwi se known therapeutic application. Al though the
board finds that even the particular unit dosage anount
specified in claim1 is not novel (for the reasons in
points 3 to 3.3 below), those conclusions of the
opposition division pronpt the board nevertheless to
explain why it differs fromthe opposition division on

2173.D Y A
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t he question of novelty.

The all eged invention is based on the finding or

di scovery that, by orally adm nistering thiazide
diuretics in a certain prescribed dosage regi nen or |ow
unit dosage anount, anti hypertensive activity can be
achieved in patients w thout inducing effective
diuresis. Thus, all that has been discovered is that,

if thiazide diuretics are admnistered in sufficiently
| ow dosage units, their diuretic effect will be to a
certain extent less (see "insufficient to achieve
effective diuresis") or even possibly absent, while the
anti hypertensive activity remains. Even assumng in the
appel l ant/ proprietor's favour that this was not known
in the state of the art, it could only be regarded, in
the board' s judgnment, as an additional item of

know edge about the known therapeutic application of
thiazide diuretics for the treatnent of hypertension to
all eviate or cure the synptons and conpl ai nts of
hypertension in an human or ani mal subject in need of
it, but could not in itself confer novelty on this
known t herapeutic application. For the acknow edgnent

of novelty, such a finding or discovery would be
required to lead to a specified new therapeutic
application or purpose. That not being the case here,
the board fails to see how claim11 could, even making
the assunpti on above, be construed as relating to a
second or further nedical use. The board therefore
cannot agree with the opposition division' s viewthat
the patent in suit clains an invention that is newin
terms of Article 54 EPC as understood in decision

G 5/83 (loc. cit.) or any of the other decisions in the
substanti al body of case | aw which has been devel oped
by the boards of appeal in this respect (see eg "Case
Law of the Boards of Appeal of the European Patent
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Ofice", 3rd edition, 1998, |I. C 6.2, pp 98-103).

The above considerations | ead necessarily to the
question whether or not claiml is conpatible with
Article 52(4) EPC. That article does not exclude

nmedi canents and their preparation from bei ng
pat ent abl e, but has the purpose of ensuring that the
actual use, by practitioners, of nmethods of nedica
treatment when treating patients should not be subject
to restraint or restriction by patent nonopolies. The
Enl arged Board stated in decision G5/83 (loc. cit.,
see especially Reasons, point 22) that the intention of
Article 52(4) EPCis to free fromrestraint non-
comercial and non-industrial nedical and veterinary
activities. Hence, in the present case the decisive
question is whether claim 1l concerns a nethod of
treatnent as opposed to what is avail able for

treat nent.

To decide this question the board has to consider the
features that effectively contribute to the core of the
al l eged invention as clained. These features concern
the adm nistration of known nedi canents, ie thiazide
diuretics, in a particular prescribed dosage regi nen or
a particular unit dosage anobunt for the known treatnent
of hypertensi on w thout sinultaneously inducing
effective diuresis. They reflect in fact the discovery
that a specifically chosen treatnent regi nen, which
requi res predeterm nation by doctors of the diuretic
effective dosage range in relation to each particular
thi azide diuretic used (see Exanple 1), provides the
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desired result. The specific anmount of the thiazide
diuretic to be admnistered is then conventionally

sel ected by the doctor, as is the tinme and schedul e of
adm ni stration (see Exanple 1: the unit dose is

adm nistered in from4 to 8 consecutive hourly doses,
once or tw ce daily).

However, determ nation of the best individual treatnent
schedul e, in particular the prescribing and
nodi fi cati on of drug dosage regi nens used for

adm ni stering a particular nedi canent, so as to conply
with the specific needs of a patient and to achi eve the
desired result of the treatnment in an individua
patient, calls first and forenost for the exercise by a
nmedi cal practitioner of his professional skill in
curing, preventing or alleviating the synptons of
suffering and illness. Such activities are typical of

t he non-commerci al and non-industrial nedica

activities which Article 52(4) EPC intends should
remain free fromrestraint. Against that background,
the board has difficulty in seeing claim1l as nore than
an unsuccessful attenpt to obtain protection for a

nmet hod of therapeutic treatnent of the human or ani nal
body by couching it in the formof a "Sw ss type clainf
(see also decision T 317/95 of 26 February 1999, not
published in QI EPO.

Since the appellant/proprietor's nmain request mnmust in
any case fail for the reasons set out below, no fina
deci sion on the above issues is necessary in the
present case.

The appel l ant/proprietor itself submtted inits
grounds of appeal (see page 3, 2" full paragraph),
inter alia, that "the nunmerical values in dependent
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claim 3 were determ ned, when the invention was nade,
on the basis of the predetermned diuretic effective
doses for the respective thiazide diuretics, as then
known to the patentee”. The patent in suit states in
the last full paragraph on page 9 that "the

phar maceutical ly acceptable non-diuretic anti-
hypertensi ve unit dosage conpositions are prepared to
contain a sufficient quantity of selected thiazide
active ingredient to provide not |ess than 7% by wei ght
and not nore than 25% by wei ght of the predeterm ned
diuretic effective dose of the selected thiazide
diuretic. It will be observed that when the thiazide
content falls below 7% of the diuretic dose for the
particul ar thiazide conpound sel ected, then the desired
anti hypertensive action wll not be realised. Wen the
unit dose of the thiazide conpound is greater than 25%
of the diuretic dose for the thiazide conpound

sel ected, then diuresis and certain of the adverse
properties associated with diuresis wll occur to
detract fromthe overall advantages of the present

i nvention".

Certain unit dosage anounts or prescribed dosage

regi mens, which fall within the ranges explicitly

envi saged in Exanple 1 and claim 3 of the patent in
suit, for exanple those for the adm nistration of HCT
and cycl opent hi azi de, were already used in the state of
the art for the treatnent of hypertension by ora

adm ni stration of the aforenentioned diuretics either

al one [see eg citations (1), (6),(8)] or in conbination
W th other antihypertensive agents [see eg citations

(2), (5, (7)), (9].

The wording of claim1 ("<...> a non-diuretic anti-
hypertensi ve conposition, conprising a unit dosage
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amount of the thiazide diuretic <...>") |eaves no doubt
that protection is sought for the use of thiazide
diuretics either alone or in conbination with other
anti hypertensive agents in the treatnent of

hypert ensi on.

3.3 For exanple, citation (9) discloses, inter alia, the
use of conpositions conprising a unit dosage anmpunt of
6.25 ng HCT in conbination with either 10 ng or 40 ngy
of the angiotensin converting enzyne inhibitor
enal april for the treatnent of patients with mld or
noder at e hypertensi on by once a day ora
admnistration. In this respect, citation (9) states
that a nuch | ower dosage of thiazide [eg 6.25 ng] than
the ones routinely given are effective in the treatnent
of mld to noderately severe hypertension, at least in
conbi nation with enalapril, and that such treatnent is
remar kably well tol erated.

The unit dosage anount or prescribed dosage regi nen of
6.25 ng HCT in (9) falls within the preferred range of
the unit dosage anobunt specified for the clained use of
HCT in claim3 and corresponds to 25% by wei ght of the
lower Iimt of the range of the predeterm ned diuretic
effective dose of HCT (see Exanple 1 on page 34 of the
application as filed and Exanple 1 on page 11 of the
patent as granted). This disclosure in the state of the
art is therefore prejudicial to the novelty of claimS3.
Since claim3 depends on claim1l and, noreover, in view
of the observations in point 3 above, claiml
necessarily includes the subject-matter of dependent
claim3, the subject-matter of claim1 therefore | acks
novelty over citation (9).

3.4 The main request is accordingly not acceptabl e under

2173.D Y A
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the ternms of Article 100(a) in conjunction with
Articles 52(1) and 54(1) and (2) EPC. In these

ci rcunstances, there is no need for the board to
comment on the other objections brought forward by the
appel | ant/ opponent to the allowability of that request.

First auxiliary request (see paragraph V/B above),
Fourth auxiliary request (see paragraph V/E above)

Wi |l e the above considerations relate to the
subject-matter of clains 1 and 3 of the main request,
the sane conclusions also apply to the subject-nmatter
of clains 1 and 3 of the first and the fourth auxiliary
requests. Those clains differ fromthe correspondi ng
clainms in the main request only by the respective

di scl ai mers introduced either during the opposition
proceedi ngs (in the case of the fourth auxiliary
request) or the subsequent appeal proceedings (in the
case of the first auxiliary request).

Though an insertion of an exclusion in clains in the
formof a disclainer may in certain cases be
acceptable, this is always an exceptional step.
According to the established case | aw of the boards of
appeal - see, as an exanple only, decision T 934/97 of
6 June 2001, not published in QJ EPO and the nunerous
references to other relevant decisions of the boards of
appeal cited therein - introduction of a disclainer is
only acceptable if all the requirenents derived from
Article 123(2) EPC are strictly net.

These requirenents are based on the legal principle
underlying Article 123(2) EPC, nanely that an applicant
is not allowed to inprove his position, by adding
subject-matter not disclosed in the application as
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filed or renoving subject-matter fromthe application
as filed, so as to give himan unwarranted advant age
over, or damage the legal security of, third parties
relying on the content of the original application (see
decision G 1/93, Q) EPO 1994, especially Reasons,

poi nt 9).

In view of the foregoing, the board observes that none
of the disclainers allowed in the request upheld by the
opposition division (in the present fourth auxiliary
request), and |likew se none of the disclainers

i ntroduced by the clains of the first auxiliary request
at the appeal stage neet any of the requirenents
referred to in the above-nenti oned deci si ons. However,
even if, in the appellant/proprietor's favour, the

di scl ai mrers were assunmed to be allowable, the

di scl osure of citation (9) would not thereby be
excluded and it would remain prejudicial to the novelty
of clains 1 and 3 of both requests for the reasons

gi ven above for the lack of novelty of the main
request. Both the first and fourth auxiliary requests
must thus fail for the sane reasons as the main
request.

Second auxiliary request (see paragraph V/C above)

The further limtation of the thiazide diuretic in
claiml as being "provided in the formof a salt, an
adsorbate salt or a conplex, preserving the non-
pol ari zed, free-acid, |iquid-soluble formof the
thiazide diuretic in the gastrointestinal tract", could
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be considered, in the board' s judgnent, as acceptable
in view of the disclosure frompage 18, 2" full

par agraph, to page 23, first full paragraph, of the
application as filed, if it was adequately supported by
the originally filed docunents.

However, the functional feature, which the board

consi ders as an indi spensabl e el enent of the claimfor
justifying the proposed anendnent to claim 1 under the
ternms of Article 123(2) EPC, reads in claiml
"preserving the non-pol ari zed, free-acid, |iquid-
soluble formof the thiazide diuretic in the
gastrointestinal tract", as opposed to the
correspondi ng disclosure in the application as filed
(see page 19, lines 3-5) reading "to preserve the non-
pol ari zed, free-acid, lipid-soluble formof the
thiazide diuretic in the gastrointestinal tract". The
term nology "lipid-soluble fornmf or "lipid soluble” is
used throughout the entire disclosure in the
application as filed.

In the absence of any evidence to the contrary, it
appears clear fromthe disclosure of the clained

i nvention referred to above that a salt, an adsorbate
salt or a conplex of the thiazide diuretic capable of
preserving its lipid-soluble formin the
gastrointestinal tract - such as eg the thiazide
conmpound in the formof its insoluble basic hydroxy
netal salt (see page 20 of the application as filed) or
in the formof the other highly specific salts and
conpl exes referred to in the paragraph bridging

pages 28 and 29 - are necessarily distinctly different
in their technical properties and qualities and in
their functionality froma salt, an adsorbate salt or a
conpl ex of the thiazide diuretic capable of preserving
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its liquid-soluble formin the gastrointestinal tract.
In sharp contrast to the salts referred to in the
patent in suit preserving the lipid-soluble formof the
thiazide diuretic, a salt preserving the |iquid-soluble
formwoul d apparently include water-soluble salts such
as a sinple sodiumsalt of thiazide diuretics for the
use claimed in the patent in suit. This does not form
part of the disclosure of the invention in the
application as filed.

Since the appellant/proprietor did not file a request
for correction, even though the second auxiliary
request was filed together with the grounds of appeal,
as long ago as 24 March 1997, ie nore than 4 years
before the date of the oral proceedi ngs which both the
proprietor and the opponent requested, the board nust
concl ude that the anmendnent to claim1 in the second
auxi | iary request |acks adequate support in the
application as filed and, consequently, that the claim
as anended contravenes Article 123(2) EPC. The second
auxiliary request is therefore also not acceptable.

Third auxiliary request (see paragraph V/D above)

According to the disclosure in the paragraph bridging
pages 28 and 29 of the application as filed, the
desired effects of the clained invention can be

achi eved by the adm nistration of:

(a) from7%to 25% of the diuretic effective dose of
the selected thiazide conpound (see claim1l of the main
request), or (b) a m xed cation-anion-resin-thiazide
adsorbate salt, or, (c) a hydroxynetal thiazide salt,
or, (d) a calciumdisodiumthiazide edate salt or

di sodiumthi azi de edetate salt, or, (e) a
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hydr oxyal kyl cel | ul ose thi azi de conpl ex or

car boxynet hyl cel | ul ose thi azide conplex, or, (f) the
povi done thi azi de nol ecul ar conplex, or, (g) a beta-
adregeni c receptor bl ocking am ne thiazide salt, or (h)
an am | oride-thiazide salt.

In view of that passage it is far from cl ear what
protection is sought by claim1 of the third auxiliary
request which reads:

"Use of a thiazide diuretic <........... >sai d anount
being within the range of 7-25% by wei ght of the
predeterm ned diuretic effective dose, and a m xed
cation-anion-resin-thiazide adsorbate salt, or any of
the options referred to above, (c), or (d), or (e), or
(f), or (h)."

I f understandable at all, claim1l could, in the board's
opi nion, only be understood as requiring the

si mul t aneous use of from7%to 25% of the effective
dose of the selected thiazide conpound and a m xed
cation-anion-resin-thiazi de adsorbate salt of an

uni dentified thiazide conpound in an unidentified unit
dosage anmount or any of the other forms (c), or (d), or
(e), or (f), or (h) of an unidentified thiazide
conpound in an unidentified unit dosage anobunt for the
cl ai med purpose. Such a claimis entirely unsupported
by the disclosure in the description of the application
as filed contrary to Articles 84 and 123(2) EPC and,

nor eover, extends the scope of protection conferred by
the clains as granted contrary to Article 123(3) EPC.
The third auxiliary request nust therefore also fail.

Procedural WMatters
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The Enl arged Board of Appeal has interpreted the

provi sions of Article 113(1) EPC concerning the right
to be heard as neaning that a decision against a party
whi ch has been duly summned but which fails to appear
at oral proceedings may not be based on facts put
forward for the first tine during those ora
proceedi ngs (see decision G 4/92, QJ EPO 1994, 149,
Conclusion 1). Notwithstanding this, in its decision
the Enl arged Board of Appeal clearly viewed the
possibility of holding hearings in a party's absence,
as provided for in Rule 71(2) EPC, in relation to the
need for proper adm nistration of justice, in the

i nterests of which no party should be able to delay the
i ssue of a decision by failing to appear at ora
proceedi ngs (see especially point 4 of the reasons).
This can only nean that parties to the proceedi ngs nust
expect that, on the basis of the established and
plainly relevant facts, any decision my go agai nst

t hem

As regards new argunents, the requirenents of

Article 113(1) EPC have been satisfied even if a party
who has chosen not to appear consequently did not have
the opportunity to comment on them during ora

proceedi ngs, insofar as such new argunents do not
change the grounds on which the decision is based. In
princi ple, new argunents do not constitute new grounds
or evidence, but are reasons based on the facts and
evi dence whi ch have al ready been put forward (see
especially point 10 of the reasons).

The board's decision to revoke the patent in suit is
based entirely on grounds, facts and evi dence which
were al ready known to the appellant/proprietor fromthe
first-instance opposition proceedi ngs and which were
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again brought to its attention by the

appel | ant/ opponent's witten subm ssions during the
appeal proceedings. By electing not to attend the ora
proceedings - which it had itself requested - the

appel l ant/ proprietor only denied itself the opportunity
to present or anplify its own argunents and/or further
chal | enge the argunents of the appell ant/opponent, or

t he reasons for the decision under appeal.

7.2 The board is therefore of the opinion that, in the
ci rcunstances of the present case, its decision to
revoke the patent in suit confornms with the concl usions
of the Enlarged Board of Appeal in decision G 4/92 and
does not contravene the appellant's procedural rights
as laid down in Article 113(1) EPC, in spite of its
el ected absence fromthe oral proceedings.

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:

A. Townend P. A M Lancgon
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