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Summary of Facts and Subm ssi ons

1998. D

Eur opean Patent No. 0 206 626 was granted in response
to European patent application No. 86 304 408.7 on the
basis of five clains. Claiml reads as foll ows:

The use of bismuth for the manufacture of a medicament
for the treatment of a disorder of the upper
gastrointestinal tract of a human or other animal
subject In which the disorder is caused or mediated by
Campylobacter pyloridis, and wherein is excluded the

use of bismuth in the form of bismuth subsalicylate.

Notice of opposition was filed by opponent I, who was a
non- appeal ing party to the proceedings until his

wi t hdrawal of the opposition during the appeal

proceedi ngs, and opponent Il (appellant I1). Revocation
of the patent in its entirety was requested on the
grounds of lack of novelty, lack of inventive step,
insufficiency of disclosure and on the grounds of
Article 52(2)(a) EPC

The foll owm ng docunents, cited during the proceedi ngs,
are relevant to the present decision:

(Gl) Martin et al., The Lancet, 3 January 1981
pages 7 to 10

(&) Marshall et al., The Medical Journal of
Australia, Vol. 142, 15 April 1985, pages 439 to
444
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(G3) Hislop et al., Gastroenterol ogical Society of
Australia, Decenber 1984, page 907

(&) WO A 86/ 05981

(F1) EP-A-0 075 992

(F2) US-A-3 577 533

(F4) FR A6 197 M

(F7) "Pharnmakol ogie", Knud O Mller, Schwabe & Co.
Verl ag Busel -Stuttgart, 1966, pages 789 to 791

(F8) A C G Borges et al. "The Lancet”, 12 May 1984,
pages 1068 to 1069

(F14) Pharmacol ogy of Peptide U cer D sease- Springer-
Vel ag (1991), Chapter 5, Helicobacter pylori,
pages 107 to 147.

In its interlocutory decision, the opposition division
held that the patent could be maintained in anended

form

Havi ng concl uded that the main request was not

al l owabl e for lack of novelty of claim1 over the
teaching in docunent (4), and the first auxiliary
request for lack of inventive step in the Iight of
docunent (&), the opposition division recognised the
patentability of the second auxiliary request, which

was limted to the use of bismuth in the form of
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bi smuth al um nate, bisnuth subcarbonate, bisnuth
subnitrate or m xtures thereof, and to the therapeutic
treatnment of peptic ulcer disease only.

The opposition division held that the use of the three
specific salts cited in claim1l was not previously

di scl osed in connection with peptic ulcer disease
caused by CLO (Campylobacter pyloridis organi sm and
that the skilled person could not predict from
docunment (&) or any other prior docunent the efficacy
of these specific salts against CLO nedi ated di sorders.

Bot h appellant | (patentee) and appellant |1
(opponent 11) |odged an appeal against this decision.

Appellant 11 submtted prior art docunents discl osing
bi smuth salts for use in the treatnent of gastritis or
ul cer disease. He argued that, since gastrointestinal

di sorders were mainly caused by Campylobacter

pyloridis, the prior therapeutic use of said bisnmuth
conpound necessarily covered the use according to the
invention, even if said prior docunents did not

recogni se Campylobacter pyloridis as a cause of the

di sorders. For this reason, the clained subject matter
had to be regarded as | acking novelty.

O her argunents were presented by opponent |. Anobng

ot her objections, the relevance of docunent & was
enphasi sed, whose teaching was not limted to

di scl osi ng the anti-Campylobacter pyloridis activity of

tripotassiumdicitrate bismuthate (De-Nol), since it

al so disclosed the sane activity for bisnmuth citrate.

1998.D Y
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The repeatability of the invention was al so questioned,
since no evidence was given in the patent disclosure
that the three bisnmuth salts cited in the claim

mai nt ai ned by the opposition division had ever been
tested for any activity.

VI, Wth the statenent setting out the grounds of appeal,
and, later, as a reaction to the opponents' argunents,
appellant | filed several anended versions of the main
and auxiliary requests. Clains 1 and 2 of the main
request submtted on 15 June 1998 for consideration at
the oral proceedings read as foll ows:

1. The use of bismuth for the manufacture of a
medicament for the treatment of a peptic ulcer disease
of a human or other animal subject In which the disease
has been diagnosed as being caused or mediated by
Campylobacter pyloridis, and wherein the bismuth in the

medicament to be administered is not in the form of
bismuth subsalicylate or in the form of tripotassium
dicitrate bismuthate.

2. The use of bismuth according to claim 1 wherein
the bismuth is selected from bismuth aluminate, bismuth
subcarbonate, bismuth citrate, bismuth subgallate,
bismuth subnitrate, bismuth tartrate and mixtures

thereof.
VI1I. Oal proceedings were held on 22 June 1998. As
previ ously announced, appellant Il failed to appear at

t he hearing, though duly summoned.

1998. D Y
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Bef ore opening the discussion on the matter of the
novelty and inventive step of the subject-matter
claimed in the |l atest version of the clains, the board
felt the need to clarify some prelimnary aspects of
the clained invention. The board expressed doubts as to
the conpliance with the requirenents of Article 84 and
123 EPC of the feature "in the medicament to be
administered’, newy introduced into the claimin
relation to the bisnmuth forns excluded fromthe scope
of claim1l. However, the appellant filed during the
proceedi ngs new main and auxiliary requests from which

t he expression was del et ed.

A further point was the exclusion fromthe scope of
claim1 of bisnuth in the formof "tripotassium
dicitrate bisnmuthate" and the inclusion of bismuth in
the formof bisnmuth citrate in claim2. Considering
appellant 1's contention that the two salts, once in
solution, are indeed the sanme conpound, this seened to
be an apparent contradiction. The appel |l ant argued t hat
bi smuth citrate, being insoluble in water, could only
be solubilized in amoni a sol uti on. However, when
solubilised in anmonia solution, the citrate is
converted into subcitrate. For this reason, docunent
&, while formally citing both bisnmuth conpounds,
actually refers to only one, nanely the subcitrate
(De-Nol). However, according to the appellant, this
situation, did not apply to the patent under appeal,
since claim2 referred to the use of bisnuth citrate as
such, thus in insoluble form for the preparation, for

exanpl e, of a suspension.

1998. D
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As to the novelty of the clainmed subject-matter,

appel lant | argued that not all the patients suffering
from gastrointestinal disorders were found to be
infected by C. pyloridis. Since patients suffering

simlar synptons could not be treated in the sane way
if their synptons have different causes, a prelimnary
step of diagnosis, now integrated into the wording of
the claim is always necessary to allow the
identification of a specific novel sub-class of
patients anong all the patients who suffer fromd

di sorders. Since, according to the invention, only this
newly identified sub-class is to be subjected to

bi smuth treatnment, the novelty of the therapeutic
treatment and, accordingly, of the clained use of the
bi smut h shoul d be recogni sed.

Bearing in mnd that the use of the bisnmuth derivatives
of the present invention in the treatnent of
gastrointestinal disorders such as ul cer disease or
gastritis was known | ong before the rel evant date of
the patent at issue, as proved by docunents cited
during the proceedings (see F2, F4 and F7), the board
drew appellant |1's attention to the difference between
the present situation and the situation considered in
the prior decisions T 19/86 (QJ EPO 1989, 25) and

T 893/90 (22 July 1993, not published in QI EPO, both
relevant to the present case. In these decisions, the
conpet ent boards had recognised that, if the use of a
conpound was known in the treatnent of a disease, the
treatnent of the sanme di sease with the sane conpound

coul d neverthel ess represent a novel therapeutic

1998. D
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application when the treatnment was carried out on a
novel group of patients not-overlapping the group of
patients treated according to the prior art (see sero-
positive versus sero-negative piglets or haenophilic
ver sus non-haenophilic patients). On the contrary,
according to the present invention, the treatnent of

ul cer disease with the known bisnuth derivatives was
performed, as admtted by appellant | during the oral
proceedi ngs, on a sub-class of the same patient group
whi ch had been subjected to the treatnent according to
the prior art docunments, this sub-class being

di stingui shed fromthe broader group by way of a
prelimnary diagnostic step. For this reason, the board
guestioned the novelty of claim1l according to al
requests.

Foll ow ng this discussion, appellant | filed a new

version of the main and auxiliary requests.

The text of claim1 of the main request reads as

foll ows:

"The use of bismuth for the manufacture of a medicament
for the treatment of a peptic ulcer iInfectious disease

of a human or other animal subject In which the disease
has been diagnosed as being caused or mediated by

Campylobacter pyloridis, and terminating the treatment

after the diagnosis is negative, and wherein the
bismuth is not in the form of bismuth subsalicylate or
in the form of tripotassium dicitrate bismuthate.

Claim 2 remai ned unchanged and the auxiliary requests

1998.D Y A
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were nodified along the sane lines as in the main
request .

XIll. The appellant argued that the treatnent according to
the invention was intended to eradicate the

C. pyloridis infection, not nerely to heal the ulcer,

and that the successful achievenent of this target
could take nuch | onger than sinmply healing the ulcer.
The therapeutic result obtained by the method of
treatment of the invention, when conpared to treatnent
reginents known in the prior art, was a | ower rel apse
rate of peptic ulcer diseases. This result was

hi ghlighted in the description of the filed application
on page 2, last three lines fromthe bottom

XI'V. Appel lant | (patentee) requested that the decision
under appeal be set aside and the case be referred to
the first instance for further exam nation on the basis
of the requests (one main and three auxiliary requests)
as subm tted during the oral proceedings.

Appel lant Il (opponent 11) had requested in witing

that the decision under appeal be set aside and the
pat ent be revoked.

Reasons for the Decision

1. The appeal is adm ssible.

2. Late filed claims

1998. D Y
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At the oral proceedings, the board cast doubts about
the novelty of claiml1l of the main request (in the
version submtted just before the oral proceedings) on
the basis of the prior art docunents (F2), (F4) and
(F7), describing the prior use of sone bisnuth
derivatives of claim1l in the treatnment of ul cer

di sease (or gastritis) (see (F2), colum 4, lines 53 to
71, (F4), page 1, right-hand colum, lines 26 to 31,
and example 1 and (F7), page 790). The readi ng of these
docunents by the board was substantially different from
the interpretation given by the opposition division. In
fact, in the board' s judgenent, the definition of the
cause or nedi ati ng agent of the disease did not
contribute significantly to the recognition of the
novelty of the therapeutic treatnment provided in the
claimand thus to the novelty of the clainmed use of

bi snut h.

The board considered it legitimate for appellant | to

try to overcone this novelty problem which was not

apparent before, by filing new sets of clains.

1998.D Y A



- 10 - T 0264/ 95

Article 123(2) and (3) EPC

Caim1l of the present main and first to third
auxiliary requests have all been anended in the sane
way. The new feature ".. infectious disease" is

di sclosed eg in original claim3. The further new
features "..in which the di sease has been di agnosed as
being ..." and ".. and termnating the treatnent after
the diagnosis is negative,.." are disclosed in the
original application on page 6, lines 16 to 20. The

bi smuth forns excluded fromthe scope of the claim
namely bismuth subsalicylate and tripotassiumdicitrate
bi smut hate, are both cited in the original application,
on page 5, lines 11 to 13. The requirenents of

Article 123(2) EPC are therefore fulfill ed.

Moreover, claim 1 according to the present nmain and
auxiliary requests is limted in scope over the granted
claim1l. The treatnent of "a disorder of the upper
gastrointestinal tract", cited in granted claim1, has
been limted to the treatnent of "peptic ulcer

i nfectious di sease". Besides, the whole treatnent is,
after anmendnent, nore strictly defined in that at |east
two additional essential steps have been introduced
intoit, ie the diagnostic steps performed prior to
adm ni stering bisnmuth and |later on to decide, on the
basis of a negative result, the end of the treatnent.
For this reason the protection conferred by the granted

clains is not extended by the anendnents.

Al t hough al | owabl e pursuant to Article 123(2) and (3)

EPC, claiml of all the main and auxiliary requests

1998.D Y A
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filed during the oral proceedings is substantively
different fromthe clains considered by the opposition
di vision, and by the other parties in the witten phase

of the appeal.

In fact, the text of the clainms considered by the
opposi tion division, specifically the wording "The use
of bismuth ... for the manufacture of a nmedi canent for
the treatnment of a ... disorder (or disease) ... caused

or nedi ated by Campylobacter pyloridis™ does not

necessarily inmply any anti-C. pyloridis activity of the

bi smut h conpounds. Different bismuth salts, such as the
alumnate, the nitrate, the subnitrate or the
carbonate, were indeed already known in the broadest
treatment of gastritis or peptic ulcers for their anti-
acid or anti-pepsin properties as disclosed in (F2),
colum 4, lines 53 to 71, (F4), page 1, right-hand
columm, lines 26 to 31 and exanmple 1 and (F7),

page 789 ff. Therefore, such conpounds, though not
provided with any antibacterial activity, would,
neverthel ess, contribute to the treatnent of the ulcer
or other gastrointestinal diseases regardl ess of

whet her or not caused or nediated by C. pyloridis.

The sane considerations also apply to all the preceding
versions of the clains considered by the parties in the
witten phase of the appeal.

Unlike all the previous versions, the clains filed
during the oral proceedings define a treatnment in which
the termof reference is no |onger the healing of the
evi dent di sease (ulcer) but the detection and the

1998. D Y
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eradi cation of the C. pyloridis infection. In this

case, therefore, the claimseens to be directed to the
anti-bacterial (C. pyloridis) activity of the bisnuth,

and to an antibacterial treatnent which may | ast |onger
than the healing of the ulcer or other gastrointestinal
di seases.

I n consideration of the substantive difference between
the | atest version of the main and auxiliary requests
and all the previous ones, the board is of the opinion
t hat these new clains rai sed new questions of fact for
the first time during the oral proceedi ngs, on which
the other party, having failed to appear at the oral
proceedi ngs, has had no opportunity to present their

comment s.

According to decision G 4/92 (QJ EPO 1994, 149), a
deci si on agai nst a party who has been duly summoned but
who has failed to appear at the oral proceedi ngs may
not be based on facts put forward for the first tinme
during those oral proceedings, since this would
infringe the fundanmental right of the parties
stipulated in Article 113(1) EPC

In consideration of the requests of appellant |1 that

t he deci si on under appeal be set aside and that the
patent be revoked, which requests are still valid, any
final decision of the board of appeal other than the
revocation of the patent, for instance a decision
sinply recognising the novelty of the subject-nmatter of
any one of the main or auxiliary requests filed at the

oral proceedi ngs, would be a decision agai nst an absent

1998.D Y
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party, nanely appellant 11.

Neverthel ess, a prelimnary substantive consideration
of the new clainms is necessary in order to assess the
course of the further prosecution of the appeal. The
board notes that none of the prior art docunents (F2),
(F4) and (F7), anticipating the use of the bismuth
derivatives according to the invention in the treatnent
of ul cer disease, has recogni sed the contribution of
Campylobacter pyloridis to the manifestation and

further relapse of ulcer disease. For this reason, the
factor indicating the beginning and the term nation of
the treatnent according to this prior art mnust
necessarily be the detection and healing of the ulcer
itself. The traditional treatnents are characterised by
a very high (80-90% rate of ulcer relapse as reported
in many pre-and | ate-published docunents such as (Gl),
page 9, right-hand colum, lines 3, 4 and | ast

par agraph of the same columm, and (F14) "Effect of

Rel apse Rates of Duodenal U cer" and "Effect of Rel apse
Rates of Gastric Ucer", pages 132 to 135. Unlike in
the prior treatnent, in the reginmen of bisnuth

adm ni stration according to the invention, the factor
determning the termnation of the treatnent is the
negative di agnosis of Campylobacter pyloridis. However,

the eradication of the infection is not necessarily
concomtant with the healing of the ulcer and, in
appellant I's contention, it takes |longer than the
sinple healing of the ulcer. This is confirnmed by (F8),
page 1069, in which the author observed that patients
recovered fromul cer di sease neverthel ess renmai ned
infected by the CLO bacteria. As indicated in the

1998.D Y
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original description (page 2, |ast conplete sentence),
and as confirnmed by the |late published docunent (F14),
page 134, lines 3 to 8 the continuation of the bismuth
treatnment until the eradication of the infection is not
neutral, but entails the technical effect of a
decreased rate of ulcer relapse as conpared with the
treatnment known in the prior art.

On the other hand, docunents (Fl) and (&), cited
during the proceedi ngs agai nst the novelty of the

cl ai med subject-matter, concern the use of bismuth
subcitrate, which is excluded fromthe scope of claiml

of all the main and auxiliary requests.

Therefore, on the basis of the facts on file, the
board's viewis that a direct revocation of the patent
for lack of novelty cannot be considered at this stage
of the appeal proceedings. However, not being in a
position to take any ot her decision w thout violating
appellant Il's right to be heard in the interpretation
of decision G 4/92 (supra), the board can decide only
whet her to prosecute the appeal in witing or to remt

the case to the first instance.

Consi dering the request of appellant | to remt the
case to the opposition division and taking into account
t he anmendnents requiring substantial further

exam nation, the board considers it appropriate that
the new facts be exam ned by two instances. Therefore,
the board nmakes use of the power conferred to it by
Article 111(1) EPC and remits the case to the first

i nstance for further prosecution.

1998.D Y A
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Or der

For these reasons it is decided that:

1. The deci sion under appeal is set aside

2. The case is remtted to the first instance for further

prosecuti on.

The Regi strar: The Chai r man:

E. Gorgmaier U GCswald

1998. D



