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Summary of Facts and Submn ssions

0808. D

Eur opean patent No. 0 432 199 based on the
I nternational application No. PCT/SE89/00462 was
granted on the basis of 31 clains.

Claim1l reads as foll ows:

"A conposition for the treatnent of erectile
dysfunction via urethra, conprising a |lipophilic active
subst ance sel ected from a-receptor bl ockers, vasoactive
pol ypepti de, prostaglandi ns and nitroglycerine

di spersed in a hydrophilic vehicle and optionally an
anti bacterial agent."

Opposition was filed against the granted patent by the

former Appellant (Opponent) who withdrew the appeal on

23 June 1997 and subsequently the opposition on 26 July
2001.

The grounds of opposition were |ack of novelty and | ack
of inventive step under Article 100(a) EPC

In its interlocutory decision dated 13 Novenber 1996,
the Qpposition Division maintained the patent in suit
i n anmended formunder Article 102(3) EPC

According to the decision, the main request, relating
to a pharmaceutical conposition conprising
prost agl andi ns as an active agent, |acked novelty over
the prior art. In essence it was argued that the
reference in claiml to transurethral adm nistration of
the active agent could not establish novelty within the
nmeani ng of a first nedical use under Article 54(5) EPC
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In the Opposition Division's view, however, the subject
matter of the auxiliary request relating to a so-called
second nedi cal use of the active agent was novel and

i nventive.

The fornmer Appellant (OQpponent) and the Appel | ant
(Patentee) filed an appeal against this decision. On
18 February 2002 the Appellant (Patentee) filed a new
mai n request and seven auxiliary requests.

Caiml of the main request reads as foll ows:

"A pharmaceutical conposition for transurethra

adm nistration of an active agent to treat erectile
dysfunction conprising one or nore |lipophilic
vasodi | ating active agents selected fromthe group
consi sting of &-receptor blockers, vasoactive

i ntestinal polypeptide, prostaglandi ns and
nitroglycerine, and optionally an antibacterial agent,
sai d pharmaceutical conposition characterised in that
said active agent is dispersed in a hydrophilic vehicle
for urethral adm nistration and that the anount of
active agent is at a concentration sufficiently high to
provi de a physiologically effective dose of the active
agent when adm nistered via the urethra; with the

provi sos that the conposition does not include:
papaverine; or prostaglandin E,"

Oral proceedi ngs took place on 21 February 2002.

Wth regard to the requirenents of Article 84 EPC
concerning the anended clains of each of the requests
the Appellant (Patentee) inter alia argued that the
description of the patent in suit contained detail ed
technical information to support a functional feature
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in the clains defining the anount of each of the
alternative active agents al one or in conbination by
the wording "at a concentration sufficiently high to
provi de a physiologically effective dose"” ... "when
adm nistered to the urethra”.

The Appel l ant (Patentee) accepted that the description
of the patent in suit as originally filed and as
granted did not contain nunerical exanples for the
anounts of vasoactive intestinal polypeptide and
prost agl andi ns, but argued that these active agents
produced the physiol ogi cal effect by using the sane
mechani smas e.g. nitroglycerine, for which detailed
figures were given inter alia in Table | of the patent
in suit.

Mor eover, the exanples given in the patent in suit for
phenoxybenzam ne, phent hol am ne and papaveri ne showed
that the dose of active agent was at |east ten tines
that used for intracorporeal injection and that

formul ations that are 10 to 100 ti mes nore concentrated
than those used for injection are necessary for
successful treatnent of erectile dysfunction by
transurethral delivery.

In any case, the description of the patent in suit
di scl osed the need to use a nuch hi gher anount for
transurethral adm nistration than intracorporea
injection in order to achieve the required
physi ol ogi cal effect.

The Appel |l ant (Patentee) requested that the decision
under appeal be set aside and that the patent be
mai nt ai ned on the basis of the main request or one of
the auxiliary requests 1 to 7 filed on 18 February
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2002, or as a final request, the maintenance of the
patent in the formall owed by the Opposition D vision.

Reasons for the Decision

1

0808. D

The appeal is adm ssible.

The main request as well as auxiliary requests 1 to 7
conprise, in conparison with the set of clains as
granted, anended subject-nmatter relating to a
pharmaceuti cal conposition "characterised in that

the anbunt of active agent is at a concentration
sufficiently high to provide a physiologically
effective dose of the active agent when adm ni stered
via the urethra".

Accordingly, it is first necessary to exam ne whet her
these clains regardi ng the anendnents in conbination

with all the clained features fulfil the requirenents
of Article 84 EPCin that the clains shall define the
subj ect-matter for which protection is sought and shal
be cl ear and conci se and supported by the description.

As in the present case, where the characterising part
of the claimis a functional feature directed to a
result to be achieved, in accordance with well -
establ i shed case | aw of the Boards of Appeal, the
requirenents of Article 84 EPC are only net if, froman
obj ective viewpoi nt, such features cannot otherw se be
defined nore precisely without restricting the scope of
the invention and if these features provide

i nstructions which are sufficiently clear for the
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expert to reduce themto practice w thout undue burden,
i f necessary with reasonabl e experinents (see decision
T 68/ 85, QJ 1987, pages 228 to 236, in particular

point 8.4.2 and 8.4.3). In other words, the functiona
feature nust not only be such that the skilled person
can understand it, but he nust also be able to
inplenment it in accordance with the requirenents of
Article 84 EPC (the clains ....shall be clear and
conci se and supported by the description).

Havi ng regard to the requirenents of Article 84 EPC
above, particularly those for functional features
directed to the result to be achieved, it is to be
noted that the nmain request as well as auxiliary
requests 1 to 2 conprise clains defining the
physi ol ogi cal effect to be achieved by a sufficiently
hi gh concentration of vasoactive intestinal polypeptide
and/ or prostaglandins as active agents in the

phar maceutical conposition for transurethra

adm ni strati on.

In contrast to the active agents selected fromthe
group consisting of &-receptor blockers and
nitroglycerine, for which the description of the patent
in suit as originally filed and as granted contai ned
detailed i nformati on about i ndividual values and ranges
of the anmounts in mlligrans to be adm nistered via

i ntracorporeal injection and via the urethra

(see in particular original disclosure, page 4, second
par agraph, and page 8, Table 1), the patent in suit
nei t her discloses individual values nor ranges of the
anmounts of vasoactive intestinal polypeptide and/or
prostagl andins to be adm ni stered via intracor por eal
injection or via the urethra.
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From an objective point of view based on the disclosure
of the description of the patent in suit, there is no
reason to exclude vasoactive intestinal polypeptide
and/ or prostaglandins as active agents fromdetail ed

i nformati on about i ndividual values and/or ranges of
the amounts in mlligrans to be adm nistered via the
urethra. In other words the description of the patent
in suit lacks support within the neaning of

Article 84 EPC as to the anobunt of vasoactive

i ntestinal pol ypeptide and/ or prostagl andi ns required
to achieve a concentration sufficiently high to provide
a physiologically effective dose when adnm nistered via
t he urethra.

In the absence of any concrete information in the
patent in suit about the activity or effectiveness of
vasoactive intestinal pol ypeptide and/or prostaglandins
i n pharmaceutical conpositions alone and/or in
conmparison with the activity or effectiveness of &-
receptor blockers and/or nitroglycerine, the Board
cannot accept the Appellant's argunent that the anounts
specifically shown for a-receptor bl ockers and
nitroglycerin according to the patent in suit allow the
conclusion that as a general rule fornulations that are
10 to 100 tinmes nore concentrated than those used for

I njection are necessary for successful treatnent of
erectile dysfunction by transurethral delivery. In any
case, the group of active agents, consisting of a-
receptor bl ockers, vasoactive intestinal polypeptide,
prost agl andi ns and nitroglycerine as clai nmed,
represents a totally heterogenic group of conpounds
with different chem cal structures and different
physi co- chem cal behavi our for each class [type] of
active agent.
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Even if it is accepted that as a specific rule
formul ati ons contai ni ng vasoactive intestina

pol ypepti de and/ or prostagl andins which are 10 to 100
times nore concentrated than those used for injection
al | ow successful treatnment of erectile dysfunction by
transurethral delivery, there is a |ack of disclosure
in the patent in suit in relation to which anount or
reference val ues of vasoactive intestinal polypeptide
and/ or prostagl andi ns the cl ai med pharnaceuti cal
conposition nust be 10 to 100 tines nore concentrated.

Mor eover, having regard to the plurality of research
articles filed during the proceedings by the parties
about the treatnent of erectile dysfunction, e.g. by
different active agents and different nethods of

adm ni stration, such as peroral, topical and

I ntracorporeal injection, and having regard to
contradictory expert opinions on file as to the anount
of prostagl andi ns necessary for different groups of
patients (popul ation, age, etc.), in the Board's
judgnment, it is inpossible to find out w thout undue
burden the physiologically effective ambunts as cl ai ned
nerely on the basis of the common general know edge
that the anmount of vasoactive intestinal polypeptide
and/ or prostagl andi ns used for transurethral

adm ni stration nust be nmuch hi gher than for

I ntracorporeal injection.

Accordingly, the main request and auxiliary
requests 1 to 2 are deened not to conply with
Article 84 EPC and nust therefore be rejected.

The subject-matter of claim1 of the third auxiliary
request not defining the physiological effect to be
achieved by a sufficiently high concentration of



0808. D

- 8 - T 0568/ 97

vasoactive intestinal pol ypeptide and/or prostaglandins
as active agents in the pharnmaceutical conposition for
transurethral admnistration fulfils the requirenents
of Article 84 EPC

However, the decision of the Qpposition Division, other
than in a nore or |ess general statenent, does not
relate to the question of novelty and inventive step of
the other active agents - a-receptor bl ockers and/or
nitroglycerine - by virtue of prior art relating to
phar maceuti cal conpositions per se containing these
active agents.

The exam nation for novelty of a pharnmaceutica
conposition under Article 54(5) EPC and subsequently
the exam nation for inventive step under Article 56 EPC
has to be carried out by taking into account the whole
prior art relating to pharmaceutical conpositions

I ndependently of the specific nedical use(s)
exenplified in the patent in suit.

Accordingly, the Board has decided to nake use of its
powers under Article 111 EPC to remt the case to the
first instance in order to carry out a full exam nation
of the pharmaceutical conpositions of the patent in
suit containing active agents other than vasoactive

i ntestinal pol ypeptide and/ or prostagl andins.

Since, after withdrawal of the appeal and opposition by
the Appell ant (Opponent), the Appellant (Patentee)
remains the only party to the proceedi ngs, the present
deci si on does not affect the nai ntenance of the patent
in suit on the basis of the docunents indicated on

page 2 of the interlocutory decision (EPO Form 2339. 4
11.93) dated 21 March 1997 (reformatio in peius).
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Or der

For these reasons it is decided that:

1. The deci si on 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:

A. Townend J. Rolo
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