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Summary of Facts and Submn ssions
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Eur opean patent No. 0 377 520 based on application
No. 90 300 132.9 was granted on the basis of 10 clai ns.

| ndependent claim 1l as granted read as foll ows:

1. Use of nicotine for the manufacture of a kit
containing separate units of nicotine of varying
concentration, such that at |east one unit contains a
sub-therapeutic dose of nicotine and at | east one unit
contains a therapeutic dose of nicotine for the
treatnent of a condition susceptible to nicotine
therapy involving the separate or sequentia

adm ni stration of increasing doses of nicotine.

Noti ce of opposition was filed against the granted
patent by the opponent (respondent).

The patent was opposed under Article 100(a) EPC for
| ack of novelty and | ack of inventive step and because
it was not susceptible of industrial application.

The follow ng docunent inter alia was cited during the
pr oceedi ngs:

(1) DE-A-36 39 418,

The decision of the Opposition D vision revoked the

pat ent under Article 102(1) EPC. In its view the patent
in suit did not neet the requirenents of the EPC as far
as inventive step was concer ned.

As to novelty, the Opposition Division was of the
opi nion that the subject-matter of the main request of
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the contested patent, i.e. the set of clains as
granted, differed fromthe disclosure in docunent (1)
in that the dosages of nicotine in the nicotine units
of the kit according to claim1 varied from sub-
therapeutic to therapeutic doses, whereas the
preparations according to docunent (1) contained
const ant doses of nicotine.

It also concluded that the disclosure in the patent in
suit was sufficient for the skilled person to

under stand and performthe clainmed subject-matter and
that the requirenments for applicability were al so

ful filled.

In its opinion, the subject-matter of the contested
patent did not however involve an inventive step
vis-a-vis the closest state of the art represented by
docunent (1).

It defined the problemto be solved vis-a-vis this
docunent as the provision of a use of nicotine for
t herapy avoi ding side effects.

Havi ng regard, on the one hand, to the teaching in
docunent (1) which envisaged the adm nistration of

vari abl e doses of nicotine in tinme and advocat ed
preparations allow ng reduced resorption of nicotine to
avoid side effects, and, on the other hand, to the

wel | -known fact that the tol erance to undesired side
effects could be built up by nicotine itself, the
Qpposition Division concluded that the adm nistration
of increasing doses, according to the patent in suit,
for avoiding initial side effects was nerely an obvi ous
al ternative anong suitable alternatives.
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The Opposition Division held that the subject-matter
restricted to percutaneous adm ni stration of nicotine,
as defined in the clains of the auxiliary request filed
on 13 February 1997 and as disclosed in claim?7 of the
application as originally filed, did not involve an

i nventive step as this particular type of

adm ni stration appeared to be known as such in
connection with nicotine therapy.

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

Inits letter dated 2 July 2001, the respondent
informed the Board that it did not intend to attend the
oral proceedi ngs.

Oral proceedings were held before the Board on
5 Decenber 2001

The appellant submtted that the clainmed subject-nmatter
of the main request was novel as it included novel
features. Inits view, the novelty of claim1l could

i ndeed be recognised in the kit containing the varying
concentration of nicotine, in the therapy involving the
adm ni stration of increasing doses of nicotine from
sub-therapeutic to therapeutic levels and in the
absence of side effects achieved by this therapy.

As to inventive step, the appellant argued that,
contrary to the teaching in docunent (1) that the

ni coti ne dosage could be controlled, the teaching of
the patent in suit was that it should be varied froma
sub-therapeutic to a therapeutic anount.

In its opinion, neither docunent (1) nor any other



VI,

3094.D

- 4 - T 0584/ 97

docunent s suggested such a neasure in order to avoid
the side effects of nicotine.

Moreover, it submitted that this neasure woul d not be
obvious to the skilled person as it appeared fromthe
expert’s declaration filed during the opposition

pr oceedi ngs.

It therefore concluded that the subject-matter of the
patent in suit involved an inventive step.

As to the subject-matter of the auxiliary request filed
on 13 February 1997, which was restricted to the use of
per cut aneous fornul ations, it was of the opinion that
it was also inventive as docunent (1) taught away from
this type of adm nistration for nicotine since it
recited that the effect of this adm nistration type was
very |low and did not allow any control.

The respondent submitted in witing that the disclosure
i n docunent (1) that one could take one or (e.g.) two
capsules at a tine, at intervals, inplied to the
skill ed person that one could al so take one capsul e
first and then two capsules, i.e. increasing anounts of
nicotine, as was the case in the contested patent.

Since, inits view, the terns therapeutic and sub-

t herapeutic anounts were not clear because they
depended on the patient to be treated, it concl uded
that no significant difference could be acknow edged
for the clained subject-matter over docunent (1). It

al so rai sed doubts as to whether the side effects could
i ndeed be avoi ded by the clai ned net hod.

It further submtted that the cl ai ned use was not
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al | owabl e under Article 52(4) EPC as it covered in fact
a nethod of treatnent.

The respondent repeated these objections with respect
to the subject-matter of the auxiliary request filed on
13 February 1997 and, having regard to the | ow
efficiency of the percutaneous adm ni stration of
nicotine, it added an objection with respect to

Article 83 EPC

The appel | ant requested that the decision under appea
be set aside and that the patent be maintained as
granted (main request) or with the set of clains
submtted with its letter dated 13 February 1997
(auxiliary request).

The respondent had requested in witing that the appea
be di sm ssed.

Reasons for the Deci sion

1
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The appeal is adm ssible.

Mai n request

Novel ty

As enphasi sed in decisions G 9/91 and G 10/91 of the
Enl arged Board of Appeal (QJ EPO 1993, 408 and QJ 1993,
420, respectively), the purpose of the appeal procedure
is mainly to review decisions by departnents of the
first instance (see G 9/91, point 18). The review of an
appeal ed deci sion covers necessarily all the grounds
consi dered by the departnment of the first instance when
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taking its decision.

In the present case, the Board notes that |ack of

i nventive step was presented as the ground for
opposition in the notice of opposition. However, the

i ssue of |ack of novelty was al so addressed in the
respondent’s letters dated 13 February 1996 and

9 Decenber 1996 and conprehensively considered in the
appellant’s letter dated 13 February 1997 during the
opposition procedure. Mreover, the Qoposition Division
dealt with this issue under point 2.3 of its decision.

Accordingly, the Board is enpowered to exam ne the
novelty of the clains under Article 54(2) EPC, which
ground falls within the frame of the proceedi ngs.

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 nmedi canent containing nicotine
as the therapeutical active agent. Anong the cited

medi cal indications, Mrbus Parkinson, Mrbus Al zhei nmer
and Colitis ulcerosa are quoted (claim1; colum 2,
lines 44 to 57).

It al so describes fornul ati ons contai ni ng vari ous
quantities of nicotine (claim4; colum 3, lines 21 to
24 and 28 to 35).

It nust therefore be decided whether claim1 of the
patent in suit contains features which could be
regarded as novel vis-a-vis the disclosure in docunent

(1).
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In that respect, as enphasi sed by the appellant, the
Board notes that this claimis a "Sw ss-type" claim
drafted in the form approved by the Enl arged Board of
Appeal in G5/83 (Q EPO 1985, 64) to conply with the
requi renents of Article 52(4) EPC.

Accordingly, in order to conpare claiml with the
di scl osure in docunent (1), it is necessary to construe
claiml in the light of this decision.

The correct construction of this use claimis the
fol | ow ng:

"Use of a substance (nicotine) for the manufacture of a
nmedi canent (a kit containing sub-therapeutic and
therapeutic units) for therapeutic application (the
treatnment involving conditions susceptible to nicotine
therapy involving the separate or sequentia

adm ni stration of increasing doses of nicotine)".

In fact and in essence, this claimanmounts nerely to
the use of nicotine for treating conditions susceptible
to nicotine therapy, independently of its wordi ng which
Is dictated by the Enl arged Board of Appeal’s decision
G 5/ 83.

In other words, what is here factually clainmed is the
use of nicotine for the manufacture of a nedi canment,

wi t hout any further specified nedical indication.

Provi ded ni coti ne had never been disclosed before in
relation with therapy, such a subject-matter could have
been cl ai ned under Article 54(5) as a nedi canent (First
nmedi cal indication). This was however here not possible
in view of the disclosure in docunent (1), and it is
not the formof the claimchosen by the appellant.
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I ndeed, the appellant has worded its claimin the form
suggested by the Enl arged Board of Appeal when nore
particularly considering the so-called second nedica

i ndication (see G 5/83, point 9, QJ EPO 1985, 65), i.e.
cases in which the nedi canent resulting formthe
clainmed use is not in any way different froma known
medi canent .

In its decision, provided the nedicanent is for a

speci fied new and inventive application, the Enl arged
Board of Appeal admtted that "the required novelty for
t he nmedi canent which forns the subject-matter of the

[ second nedical use] claimis derived fromthe new
pharmaceuti cal use" (G 5/83, points 21 to 23).

In the present case, no such new pharnmaceutical use
over docunent (1) can be seen.

Even if account was taken of the description or the
dependant clainms of the patent in suit where specific
di seases are nentioned (e.g. Al zheiner disease in
claim®6; ulcerative colitis inclaim?7), it can be seen
that these indications are already disclosed in
docunent (1). Furthernore, although arguing in this
direction during the oral proceedings, the appellant
did not make any attenpt to anmend claim 1 accordingly.

In addition, according to the case | aw forned by
subsequent deci sions of the boards of appeal the
concept of second nedical indication has been extended
to cover particular situations, anong other cases, the
treatnent of the sane di sease with the sane conpound
coul d al so represent a novel therapeutic application
when it is carried out on a new group of subjects which
is distinguished fromthe fornmer group (e.g. T 19/ 86,
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Ql EPO 1989, 24).

During the proceedi ngs, the appellant insisted on the
absence of side effects achieved by the therapy
according to claim1 of the contested patent, the Board
notes that this effect is mainly achi eved when the
patients to be treated are substantially non-snoking
patients for whomthe problemlinked with the toxicity
associated with adm nistering nicotine arises. Caiml
I's, however, not restricted to such a group of

subj ects. Accordingly, this aspect cannot be taken into
consi deration for assessing the novelty of claiml.

It is true, as noted by the Opposition D vision and as
enphasi sed by the appellant, that docunent (1) does not
di scl ose a kit containing separate units of nicotine of
varying concentration. It is however not correct to
concl ude that the second nedical use claimis therefore
pat ent abl e.

It is indeed clearly established case | aw that known

t herapeutic agents mght only be protected as a "kit-
of -parts” when these conponents forned a functiona
unity (i.e. a true conbination) through a purpose-
directed application (see e.g. T 9/81 Q3 EPO 1983, 372,
points 5, 6 and 9). In the present case, since the
claimas drafted is directed to both non-snokers and
heavy snokers, the active ingredients, nanely the
various doses of nicotine, which are admnistered in

I ncreasi ng dosage, represent however a nere aggregate
of known agents. It would indeed only represent a new
conbi nation with the surprising, valuable property that
the side-effects to be expected when adm nistring

ni cotine are absent as far as non-snokers were

concer ned.
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Moreover, it is pointed out that claim1l of the
contested patent is directed neither to a kit
contai ni ng varying concentration of nicotine per se,

nor to the use of such a kit, nor to a process for the
preparation of such a kit. As discussed under point 2.3
above, the correct construction of this claimrenains,
in essence, the use of nicotine for treating conditions
suscepti bl e to nicotine therapy.

In the said clainmed use for the manufacture of the kit,
no process step beyond the nere use of nicotine is
menti oned and the only effect of this use renmains the
known t herapeutic effect.

It is also true that docunment (1) does not disclose the
specific reginen of the patent in suit involving the
adm ni stration of increasing doses of nicotine from
sub-therapeutic to therapeutic |evels.

As al ready nentioned above, the aimof the reginen is
inter alia the achi evenent of tolerance in order to
alleviate the toxicity associated with adm ni stering
ni cotine to non-snoking patients. Contrary to the
unsupported subm ssions of the appellant during the
oral proceedings, it cannot be accepted that this
effect is achieved for the whole spectrum of patients,
in particular the heavy snokers.

It al so appears questionable whether this feature does
i ndeed reflect a nedical activity in the industrial and
commercial field not excluded frompatentability within
the terns of Article 52(4) EPC

This feature of the claim which relates nerely to the
prescription of a specific drug reginmen for basically
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known nedi cal treatnments, can not however be consi dered
to represent a further nedical indication fromwhich
novelty could be derived on the basis of the principles
set out in decision G 5/83 (see 2.2).

In view of the above, the Board concludes that the
subject-matter of claim1 does not fulfil the
requi renents of novelty under Article 54 EPC.

Accordingly, there is no need to consider either the
subject-matter of the other clains or the other grounds
of opposition.

Auxi | i ary request

Articles 84 and 123 EPC

No objection under Articles 84 and 123 EPC was rai sed
by the respondent with respect to this set of clains
and the Board sees no reason to differ.

Novel ty

This set of clainms differs fromthe set of clains of
the main request nerely because it has been restricted
to percutaneous adm ni stration of nicotine.

Contrary to the situation in decision T 51/93 of 8 June
1994 (not published in Q) EPO, where it was decided
that a different node of admnistration for a
pharmaceuti cal can render a second nedi cal use claim
novel , the percutaneous adm nistration of nicotine in
the present case is already a very well-known node of
adm nistration for nicotine, as acknow edged in the
description of the patent in suit itself (colum 2,
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lines 29 to 33).

Accordingly, this feature cannot restore novelty
vis-a-vis docunent (1) and the considerations and
concl usi ons devel oped under point 2.1 also hold good
for this set of clains.

O der

For these reasons it is decided that:

The appeal is dism ssed.

The Regi strar: The Chai r man:

A. Townend P. A M Lancgon

3094.D



