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Summary of Facts and Subm ssi ons

Eur opean patent No. 0 404 807 was granted on the basis
of seven clainms in response to European patent
application No. 89 903 719.6 corresponding to

i nternational application PCT/EP89/00291 with the

i nternational publication No. WO 89/09051

Caim1l as granted reads as foll ows:

"1. A pharmaceutical conposition for systemc
transdermal adm ni stration, incorporating as sole
active agent N nethyl-N(1-phenyl-2-propyl)-2-

propi nylam ne in racemic or optically active formor a
pharmaceutically acceptable acid addition salt

t hereof . "

1. Two oppositions were filed against the granted patent.
According to the grounds of opposition the patent was
opposed under Article 100(a) EPC for |ack of novelty
and lack of inventive step by the former Opponent 02,
who wit hdrew the opposition on 10 Novenber 1995, and
for lack of inventive step by the Appell ant
(Opponent 01). O the nunerous docunents cited during

t he opposition proceedi ngs, only docunent

(1) EP-A-0 241 809

remai ns relevant to the present deci sion.

L1l In an interlocutory decision under Article 106(3) EPC
posted on 19 July 1996, the Opposition D vision
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concl uded that the patent in anmended form and the
invention to which it relates neet the requirenments of
t he EPC.

The Opposition Division took the view that the subject-
matter of the patent in suit was novel since

docunent (1) did not disclose a separate formul ati on of
deprenyl as sole active agent in conbination with a
transdermal application of that drug.

For the assessnent of inventive step the disclosure in
docunent (1) was considered to be of |ess rel evance
since it described the transdernmal adm nistration of
deprenyl only in conbination with amanti di ne and
clearly indicated deprenyl alone being not sufficiently
effective. Accordingly, inventive step of the subject
matter of the patent in suit as anmended was

acknow edged.

The Appel |l ant | odged an appeal against the said

decision and filed a statenent of grounds.

In a communi cation pursuant to Article 11(2) of the

Rul es of Procedure of the Boards of Appeal, the parties
were infornmed that the subject matter of the patent in
suit appeared to |lack novelty in the Iight of the prior

art.

Oral proceedi ngs took place on 3 February 1999.

During the oral proceedings the Respondent filed

several sets of clainse. Cdaim1 of the last filed nmain

request reads as foll ows:
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"The use of N-nmethyl-N-(1-phenyl-2-propyl)-2-
propinylam ne in optically active (-)-formor a
pharmaceutically acceptable acid addition salt thereof,
as sole active agent in the manufacture of a
transdermal patch structure for system c transdernma
adm nistration for the treatnment of Parkinson' s disease
or depression in a patient not receiving a synergistic
conmbi nati on of amantadi ne and selegiline at all stages
of the disease.”

Claim1 of the only auxiliary request which was

mai nt ai ned by the Respondent differs fromthat of the
mai n request by the inclusion of the functional feature
"...transdermal patch structure for systemc
transdermal adm ni strati on for inducing a long lasting

and constant inhibition of monoamine oxidase

activity..."

The Appellant took the viewthat claim1l of the main
request and that of the auxiliary request by the
exclusion of the treatnment of certain patients did not
fulfil the requirements of Article 123(2) EPC.
Furthernore, it was pointed out that disclaimng the
treatment of a patient in any case was inadm ssible
since in accordance with Article 52(4) EPC such
treatnment of the human or ani mal body was excl uded from

pat entable matter.
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As regards the question of novelty it was particularly
argued that docunent (1) disclosed for the treatnent of
Par ki nson' s di sease the use of a selegiline fornulation
on one plaster and the sequential use of an amantadi ne
formul ati on on another plaster. Since docunent (1)
furthernore disclosed that selegiline alone was useful
in the treatment of Parkinson's disease, claim1l of the
mai n request as well as that of the auxiliary request
did not fulfil the requirenents of Article 54 EPC. As
regards the auxiliary request, it was particularly
objected that the functional feature in claim1l of |ong
| asting and constant inhibition of nonoam ne oxi dase
activity did not relate to the course of the disease
but only to the duration of the effect after

adm ni strati on of one dosage of the drug.

In the Respondent's view docunent (1) clearly
represented a so-called accidental prior art in
conparison with the subject matter of the patent in
suit and therefore it was justified to disclaimparts
of the disclosure of this docunent which could give
rise to a novelty objection. The disclainer left no
doubt that docunent (1) in conparison with the patent
insuit related to the use of selegiline for the
manufacture of a different nedicament for a different

treat nent of di seases.

The Respondent particul arly enphasised that apart from
the inclusion of the disclainer the wordi ng “as sole
active agent” and “for the treatment of Parkinson®s
disease” had to be understood as limting the scope of
claim11 such that a full treatnment at all stages of the

di sease could be carried out by only using selegiline

0625. D
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in a patch structure for system c transderna

adm ni stration and excluding parallel or sequential
treatnments of the disease with other drugs. In
accordance with decision G 5/83, Q) 1985, 64 such a new
application route in the formof a nonotherapy could
establish novelty of the second nedical indication.

It was inter alia argued that document (1) exclusively
related to synergistic conbinati ons of amantadi ne and
selegiline and by clearly indicating insufficient anti-
Par ki nson activity of selegiline established a

prej udi ce agai nst using that drug al one. Accordingly,
docunent (1) neither expressly nor inplicitly disclosed
the use of selegiline alone as the sole active agent
and in no way could provide technical information how
to use that drug in the manufacture of a transdernma
patch structure for a nonotherapy of Parkinson disease
at all stages of the disease. The nention of separate
formul ati ons according to docunent (1) at best could be
regarded as a specul ative discl osure. Mbreover, since

t he worked exanpl es of docunment (1) were focused on

i njection solutions and capsul es and since the rest of
t he docunent described several other application routes
such as suppositories, there was no reason to concl ude
that this prior art clearly and unanbi guously di scl osed
- as would be required to destroy novelty in the
present case - the use of selegiline alone in
conbination with a transdernmal patch structure. In view
of the long list of possibilities of admnistrating two
different kinds of drugs and the further necessity to
choose between the adm nistration of selegiline and
amant adi ne at the same tine or sequential, by starting

from docunment (1), it was only possible to arrive by a
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hi ndsi ght conbi nati on of selections at the subject-
matter of the patent in suit. It was enphasised that
the use of selegiline for a nonotherapy of Parkinson's
di sease did not belong to the common general know edge
of a person skilled in the art. At the priority date of
the patent in suit it was only comon general know edge
that the racemat deprenyl was orally tested but w thout
a final result whether or not it worked in practice and
accordingly, there was no consistency by the skilled
persons that deprenyl represented a useful product.

The inclusion of the technical feature |long |lasting and
constant inhibition of nonoam ne oxidase activity in
claim1l1l of the auxiliary request nore precisely defined
that the transdermal adm nistration according to the
use of claiml1l allowed to raise the selegiline
concentration to such an extent that nonot herapy of

Par ki nson' s di sease was possible. As to the rel evance
of this feature as a new technical effect suitable for
further establishing novelty of the clainmed subject-
matter, reference inter alia was nade to the situation
in the so-called second non-nedi cal use as underlying
the decision G 2/88 QJ 1990, 93.

The Appel | ant requested that the decision under appeal

be set aside and that the patent be revoked.

The Respondent requested that the appeal be di sm ssed
and that the patent be maintained on the basis of

clains 1 and 2, in the version of the main request or
of the auxiliary request as submtted during the oral

pr oceedi ngs.
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Reasons for the Decision

1. The appeal is adm ssible.

2. The Board notes that the Qpposition Division in its
deci sion took up the novelty objection raised by the
former Qpponent 02 and gave a substanti ated reasoning
why the clains as granted fulfilled the requirenents of
Article 54 EPC in the light of docunment (1).

Moreover, having regard to the requirements under
Article 113 EPC none of the parties involved in the
proceedi ngs can be excluded fromtaking up argunents
presented by another party. The act of filing
oppositions by different Opponents using different
grounds of opposition does not lead to parallel
opposi tion proceedi ngs but establishes one conmon
opposition procedure for each of the parties (see
decision T 270/94, dated 22 January 1998, not in QJ
EPO) .

0625.D Y
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Accordingly, novelty under Article 54 EPCis at issue
in the present appeal proceedings and the Board has,

t he Respondent's objections notw t hstandi ng, all owed
the Appellant to conmment on this question.

The Board notes that in an attenpt to overcone the
novelty objection raised in the light of the disclosure
of document (1), the Respondent has filed anended
clainms which conprise in addition to the features as
granted on the one hand features relating to a positive
definition of the subject-matter for which protection
is sought and on the other hand features in the form of
a so-called disclainer intended to exclude subject-

matter fromthe said prior art docunent.

Thus, the clains are of narrower scope than granted and
satisfy Article 123(3) EPC

As regards the positive features claiml1l of the main
request is based on claim6 as originally filed in
conbi nation with page 6, fourth and fifth paragraph of

the description as originally filed.

The positive features of claim1l of the auxiliary
request can be derived fromthe sane passages in the
description as originally filed as those referred to
for the main request and additionally are based on
page 3, last full paragraph of the description as

originally filed.

As regards the exclusion of the subject matter known
from docunent (1), the Board has strong doubts whet her

such a fornmulation with a viewto install not only

0625. D
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novelty but also inventive step is adm ssible.

In accordance with the case | aw of the Boards of
Appeal , it would be allowable under Article 123(2) EPC
to fornulate a disclainmer which is precisely defined
and limted to the prior art disclosure, provided this
di scl osure is an accidental novel ty-destroying

di scl osure. Fromthe jurisprudence of the Boards of
Appeal dealing with this exceptional neans for
reinstalling novelty, it clearly appears that the

di sclaimer to be fornulated on the basis of this

di sclosure is only allowable if the cited docunent
contai ning the said disclosure has no rel evance for any
further exam nation of the clained invention and it
nmust then di sappear fromthe prior art field to be
taken into consideration. By way of exanple, reference
can be made to decision T 4/80, (QJ 1982, 149), where
the rel evant docunent did not belong to the state of
the art under Article 54(2) EPC, and to deci sion

T 170/ 87 (QJ 1989, 441), where the disclainmer was not

al l oned because the subject-matter to be disclai med was
considered relevant to the assessnent of inventive

st ep.

In the present case docunent (1) undisputedly relates
to the sane field as that of the clained invention. The
fact that it deals with the drug of the cl ained
invention and its use for the sane therapeutic

i ndi cati on makes docunent (1) relevant with or w thout
the disclainmer in claim1. In such circunstances, it is
the view of the Board that a disclainer should normally
not be allowed under Article 123(2) EPC, but in the

present case in view of the conclusions under point 4
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bel ow, the adm ssibility of the disclainmer could be

| eft asi de.

For the question of novelty of the subject-matter of
claim1 according to the main and auxiliary request, it
IS necessary to analyse in detail the disclosure of

docunent (1).

0625. D U
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This prior art relates to a conbination of the active
subst ances amant adi ne and sel egiline for exanple for
the treatnment of Parkinson's disease in all stages and
for the treatnment of depression (see colum 1,

lines 15/16; colum 3, lines 51 to 54). According to
colum 4, lines 42/43 and colum 5, lines 13 to 15, the
dosage unit of the conbination can be applied as a

phar maceutical fornulation on the skin or nucous
menbranes in the formof a plaster. In the sane context
it is then indicated that the individual active

subst ances of the conbination nmay be present in
separate fornul ati ons each contai ning one of the

i ndi vi dual substances (see colum 5, lines 45 to 50,
"Di e Einzelwirkstoffe der Konbi nati on kdénnen aber auch

in jJeweils getrennten Fornulierungen vorliegen,...";

enphasi s added). Further confirmation for this
application route by separate formulations is given in
colum 8, lines 40/41 and 48 to 53 as well as colum 9,
lines 1 to 3, again indicating that the application can
be to the skin or nucous nenbrane and that the

conbi nation may al so be present in the formof a
product in which the two individual conponents are each
present in separate fornulations so that even a
separate adm nistering or even an adm ni stering at
different intervals is possible and that in case of a
separate use it is even possible that both conbination
partners not be adm nistered at the sane tine

("D e...Konbinati on kann auch als Erzeugnis vorliegen,
bei dem jeweils die beiden Einzelwirkstoffe in

getrennten Fornulierungen vorliegen, so dall auch eine

getrennte oder auch zeitlich abgestufte Verabreichung

nmoglich ist."; "Bei getrennter Anwendung ist es auch
nogl i ch, dal bei de Konbi nati onspartner nicht

0625. D
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gleichzeitig verabreicht werden.", enphasis added).

As argued by the Respondent, docunent (1) is indeed
related to a synergistic conbination of amantadi ne and
selegiline in the treatnment of Parkinson's di sease and
according to nunmerous passages in this docunent
reference is made to a synergistic effect to be

achi evable at different stages of the disease (see for
exanple colum 3, lines 16 to 50, particularly lines 16
to 20 and 40 to 42). However, passages indicating for
exanpl e that after the sinultaneous giving of
amant adi ne, the relatively weak effect of the
selegiline is increased synergistically (see
particularly colum 3, lines 28 to 30, "..., dalR nach
gl eichzeitiger Gabe von Amantadin die relativ schwache
Wrksankeit des Selegilins synergistisch gesteigert
wird (...).") explicitly confirns an individual, even
if weak, activity of selegiline. Moreover, claim9 of
docunent (1) relating only to the use of selegiline for
the preparation of a formulation with 1 to 50 ng of
selegiline for the treatnment of Parkinson's disease and
depressi on, independent from any other sinultaneous or
successive treatnent, makes clear that this prior art

al so envi sages the use of selegiline as the sole active
agent. Al though disclosing a synergistic effect of the
conbi ned use of selegiline and amantadi ne, this prior
art as a whol e discloses also the anti-Parkinson effect
of selegiline when used al one and | eaves the choice to
the user whether he is satisfied wth this weak effect

in the individual case.

Having regard to the content of docunent (1) anal ysed

above, it can be summarised that this prior art clearly

0625. D
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di scl oses:

(1) the use of a separate plaster containing
selegiline as the sole active agent and

(i) that the plaster containing selegiline is used
in a separate step for the treatnent of
Par ki nson' s di sease and

(iti)in the formof an independent claimthe use of
selegiline for the preparation of a nedi cament
for the treatnment of Parkinson's disease w thout
any relationship or reference to a further
treatment of Parkinson's di sease by amant adi ne
or any ot her drug.

In the light of these known facts, it is clear that

i ndependently fromits allowability under

Article 123(2) EPC, in the circunstances of the present
case, the disclainmer relating to the treatnent of

Par ki nson' s di sease or depression in a patient not
recei ving a synergistic conbinati on of amant adi ne and
selegiline at all stages of the disease cannot
establish novelty of subject matter of a claimrelating
to the sanme use of selegiline for the sanme group of
patients treated in the sanme application route with a
drug having the sane pharnaceutical effect as already

known fromthe prior art.

Al though it is not decisive in view of the clear
di scl osure in docunent (1), the Board notes that the
patent in suit as originally filed did not exclude the

use of npre than one active substance in the treatmnment
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of Parkinson's disease and that contrary to the
Respondent's point of view, the wording "for the
treatment of Parkinson's disease" instead of ™in the
treatment of Parkinson's di sease"” can be interpreted as
covering both a nonot herapy and a sequential therapy of
Par ki nson' s di sease using different drugs and thus this
change of the wording had in no way influence on the
conparison of the teaching of the patent in suit with
docunent (1). Since the specific termplaster clearly
falls under the nore general definition transderma
patch structure, the Board can only conclude that the
subject matter of claim1 of the main request |acks
novelty in the light of the disclosure in docunent (1).

The sane reasoning applies to claim1l of the auxiliary
request since the insertion for inducing a long |asting
and constant inhibition of nonoam ne oxi dase activity
represents only an explanation of what already happened
when using selegiline alone on a plaster for the

treat nent of Parkinson's di sease according to

docunent (1). In this respect, the Board notes that
claim9 of docunent (1) discloses the sane unit dosage
of selegiline as proposed in the patent in suit on

page 4, lines 21/22.

For the reasons set out above, it is also clear that

t he Respondent's argunent that by starting from
docunent (1) the nere om ssion of the simultaneous or
subsequenti al amant adi ne treatnent of Parkinson's

di sease automatically would establish novelty by way of
a new second nedical indication in the formof a so-
cal l ed second nedi cal use claimas proposed by decision

G 5/83 is no nore relevant and need not be consi dered
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by the Board.

Or der

For these reasons it is decided that:

1. The deci sion under appeal is set aside.

2. The patent is revoked.

The Regi strar: The Chair man:

P. Martorana P. A. M Lancgon
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